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This product is registered in acc-ordance with FfFRA sec. 3(c)(5) and is subject to the 
following terms and conditions: 

1. This registration docs not eliminate the need for continual reassessment of the pesticide. 
Tf EPA determines at any time, that additional data arc required to maintain in elfcct an exi~ting 
registratiOn, the Agency will require submission of such daw under section 3 (c)(2)(B) ofFIFRA. 

2, Add lhe phrusc EPA Rcgistralion Number "EPA Reg. No. 82076·1", 
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UNITED STATES ENVIRONMENTAL PROTECTIOIIAGEIICY 

EPA Reg. No. 82076-1 

3. Make the following revisions lo the label. 

A. Revise page !he "Precautionary Slatemcnls" at the beginning of page two to read 

exactly a" follows: 
"PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS 
DANGER Causes irreversible eye damage. Harmful if swalloWed or absorbed through the 
skin. Do not get in eyes or on clothing. Avoid cont([C! tViili skiJt. Wear safety glasses ... " 

B. Revise the "Direction for Use" to include tbc following language: 

"MICROL Preservative should be added to the mineral •lil ... and odors in the lubricant c-aused 
by microorganisms. Add MICROL Pres!!rvntivc at any convenient time during the mixing 

process." 

·wo finished products containingMICROL Preservative may make any public health claims 
relating to antimicrobial activity without EPA pesticide registration. When incorporated into 
lubricant, this product does not protect users.,." 

If these: conditions are not complied with. the registration will be subject tO cancellation in 
accordance \vith FIFR.i\ sec. 6(e). Your release for shipment of the product constitutes accepl<mcc 

of these conditions. · 

A stamped copy of the label is enclosed for your records. Submit one (l) copy of the final 
printed label prior to the release of the product for shipment. If you have any questions concerning 
this letter, please contact Tracy Lantz at (703) 308-6415. 

Enclosure: stamped label 
751 OC:T.Lantz: 12116105:82076-1 

Sincerdy, 

1/t.i::RI)~ 
Velma ~oble 
Product Manager 31 
Regulatory Management Branch 1 
Antimicrobial Division (7510C) 

COKCUMI!HC'I:S 
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MICROL * Presen'ative 
An Antimicrobial Preservative for Industrial Use in Food Grade Lubricating Oils 

KEEP OUT OF REACH OF CliiLDREN 

DANGER 

Active in&,'Tcdiettt 
Bettzoic acid ...................................................... , .. _. ............................. 99.93~'0 

Other ingredients (water) .................................................................................... 0.07o/Q 
Total ............................................................................................................... !00.00% 

i FIRST AID: 
1 Have the roduct container or ~bel with you wlJel\ ca!!il~ u poison control center or doctor. or going for treatment. 

IF IN EYES • l!o!d eye opc11 and rin:>c slowly a11d gently with water for !5-20 minutes . 

IF INHALED 

Remove contact h:nses, if prcsau, aficr the first 5 minutes, them continue 
nnsmg eye 

• Cal! a ison control center or doctor for treatment advice 

• 
• 

Mnvc pcrs011 to fresh air 
If person is not breathing. ca!l9! I or an an1bu!ancc, then give artificial 
respiration, preferably hy JU011th, if p(lSSib!e 

'-=~~,7-=c- ·-'---- . i-!FSWALLOWED ---
Cal! a pojson contm! center or doctor for further trcatmc~t advice 

-~-· 
' !mrncJiatc!y cal! a PJ.li:ron control center or doctor • 

• Do not iltduct vomiring un!es~ 10!d to do so by n poison comrol center or 
doctor 

• Dn not give uny liquid to the persun . 

~+~-'·-~~D~o~n~o~< ~give anything by mouth to an uncoD5="~· o=o~s xP~m~··~'"'--------j 
Take off contaminated clothing • 

• Rinse ~kin immediately with ]\lenry of water tOr !5-20 minmes 
• Call a poison control center or doctor for trcatmel~>t~a~d~c~ic,_e _____ --1 

FOR 24-HOUR EMERGEI'\CY MEDICAL ASSIST A."''CE, CALL THE NATIONAL PO! SON CONTROL 
CENTER !-S00-222-1222 

EPA Reg. No. xxxx-x 
EPA Establislmtcnt No. xxxxx-xx-x 

Net Con!cnts: I 00 lb {45.4 kg) 

Petro-Canada l.ubricants Division 
385 Southdown Rd. 
Mississauga, Ontario L5J 2Y3 CANADA 

ACCEPTED 
with COMMENTS 

EPALeuer Dated: 

!§ "''11 JKS 

Unde-r the Federal Insecticide, 
F\mg1cide. and Rodentictdc- 11ctas 
amended, for the pesticide, 
ngtsterad under EPA Reg, No. 

3Jo'1h-l 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS 

Page 2 of2 

8 7 Pr&OI I. Causes irreversible eye injury. Ham1ful if swallowed. Avoid coutact with skin. Do not get 
in eyes or on clothing. \VC'<Ir safety glasses or goggles and protective gloves made of butyl rubber, PVC, 
or neoprene. Wash thoroughly with soap and water after handling and hefore eating, drinking, chewing 
gum or using tobacco. Remove contaminated clothing and wash before reuse. 

ENVIRONMENTAL HAZARDS 
Do not dischafb>e effluent containing this product into lakes, streams, ponds, estuaries, oceans, or other 
waters unless in accordance with the requirements of a National Pnllutant Discharge Elimination System 
(NPDES) pennit and the pem1itting authority hns been notified prior to discharge. Do not discha.rgc 
eftluent containing this product to sewer systems withou! previously notifying the local sewage treatment 
plam authority. For guidance contact your State Water Board or Regional OITice of the EPA. 

DIRECTIONS FOR USE 
It is a violation of Federal Law to usc this product in a manner inconsistent with its labeling. 

MICROL Preservative should be added to the mineral oil componcut of lubricants compliant with 21 
CFR 178.3570 at a maximum level of l .0%, in order to prevent decomposition and odors in the lubricant 
caused by microorganisms. MICROL Preservative at any convenient time during the 
mixing process. 

Finished products containing MICROL Pre:::ervative mar-make public health claims relating to 
antimicrobial activity \Vithout EPA pesticide registration. \VhCfl incorporated into 11 dl&, this 
product does not protect users of any such treated article or others againsl foodbomc or disease causing 
bacteria, viruses, germs: or other disease causing organisms. 

This product is compliant with 21 CfR 184.1021. 

~,-, 

I STORAGE AND DISPOSAL 
, Do nut cout.aminate water, tOOd or feed hy stornge and disposal. 

l Pesticide Storage: Keep product dry during storage . 
I 
' Pesticide Disposal: Wastes resuhing from lbe use of this producl musJ be di:.-poscd nf on bile or at an 

approved waste dispos;~l facility. 

Container Disposal: Ct}mpletely empty liner by shaking and tapping sides and bottom to loosen clinging 
panicles. Empty residue into application equipment. Tlten dispose ofliner in a sanitary landfill or by 
incineration if allowed by .~tate and local authorities. If drum is contaminntcd and cannot be reused, 
dispose ofil ill the mannerret}uired for its lim.'T. 

"'!-o.flCROL is a trademark of Petro Canada 

1211/2004 Draft 

\vith COMMENTS 
EPA Letter Dated: 

lite 2 2 lJJ'l5 

Under the federallnsectictde, 
fungicide, and Rodenllcide Act as 
amended. for t.};e pes\lctde, 
registered under EPA Re~- No. 

'i>;?-011.-1 

4 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

DEL 

DECISION MEMORANDUM 
OFFICE OF 

PREVENT10ti, PESTICIOCS ANO 
TOXIC SUSSTANCES 

/ ' 

SUBJECT: Registration of Benzoic Acid ( /' l/ 
FROM: Frank T. Sanders, Director ~ _ / j (li/1~-' 

Antimicrobials Division (7510C) "/ /f/t "-
TO: James Jones. Director 

Office of Pesticide Programs (750 I C) 

REGISTRANT: Petro-Canada Specialty Products and Fluids 

CHEMICAL: Benzoic Acid 

PRODUCTS: MICROL Preservative (EPA File Symbol 82076-R) 

Uses: Antimicrobial Preservative for Food Grade Lubricating Oils 

Type of Registration: Unconditional 

Missing Data: None 

I!JG!lLIGHTS OF SCIENCE REVIEWS: 

TOXICOLOGY: 

Benzoic Acid is the chemical bcnzcnccarboxylic acid (C7H60 1) occurring in nature in !Tee 
and combined forms. Toxicological data on sodium benzoate may be used to support 
benzoic acid since sodium benzoate is rapidly metabolized to benzoic acid in mammals. 
As part of its tolerance reassessment, HED has completed a review of sodium benzoate 
which concluded that there were no tox end points and that it may be characterized as low 
risk. The Food and Drug Administration has approved benzoic acid a.s a Generally 
Recognized As Safe substance (GRAS) a_<; a direct food additive :-;ubstancc at 0.1% in 
food (21 CFR 184.102l (d))- This ingredient is also defined as an antimicrobial agent in 

Interne< Address (URL) • h:tp;JJ.w.w.ep:u;;ov 8 
ltOKY<:l«<IR~II!!:M •Prlflt.I!Q wnh V&getabl'l 011 Baud Ink$ em Recycled PapM (MI!'I!mum 50% !'Mtoo<IBUITIOI corrtoniJ 
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21 CFR 170.3 (o)(2) and a.<;, a flavoring agent and adjuvant as defined i.n170.3(o)(12). fn 
addition, according to 40 CFR 180.910 benzoic acid is classified as an inert ingredient to 
be used in pre~ and post-harvest with an exemption from the requirement of a tolerance a'i 
a pn:servative. It is ingested every day as a naturally occurring component in foods such 
as cranberries, prunes. plums, cinnamon~ ripe cloves, while most berries conlain about 
0.05 percent. Bem))ic acid has been used for decades in pluumaceuticals. as a pH 
adjustor andlor preservative in cosmelics, balh and beauty products, and as a 
preservative/antimicrobial agent in foods and beverages. Benzoic acid is rapidly 
absorbed by mammals, conjugated with glycine, and rdpidly excreted in the urine as 
hippuric acid. 

ENVIRONMENTAL FATE AND ECOLOGICAL EFFECTS: 

The available ccoroxicity data for bem:oic acid indicates that this compound is expected 
lobe readily biodegradable in the environment, is of low toxicity to fish and other aquatic 
organisms, mammals and birds. EPA belie\•es that benzoic acid will not cause 
wrreasonable adverse effects on the environment. Thus no adverse impact to the 
environment or wildlife from exposure to benzoic acid lubricating oil products is 
expected. The amount of benzoic acid used in food grade lubricating oil H.Jmlulations is 
expected to be minuscule in comparison to the amouut naturally present in the 
environment, and is not anticipated to cause adverse elTects on fish, invertebrates, plants 
or wildlife. 

ENDANGERED SPECIES: 

The use of benzoic acid as a preservative for lubricating oils is not ant1cipated to 
adversely affect endangered species due to the low toxicity of this naturally occurring 
compound. The amount of benzoic acid used in the registered product will re~;ull in 
environmental exposures which arc lower than is th~: amount of benzoic acid naturally 
found in the envirotm1e11t, and are therefore not expected to result iu any adverse effects 
on endangered species. 

RECOMMEND A 110N: 

I recommend that you concur \Vith the registration of this new chemical antimicrobial 
under Section 3(c)(5) of the Act 

~- Date ~ 1 

D~) Not Coucw· 

9 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UEC 2 0 2005 

DECISION MEMORANDUM 

SUBJECT: Registration of Benzoic Acid 

FROM: Frank T. Sanders, Director 
Antimicrobials Division (751 OC) 

TO: .James Jones, Director 
Office of Pesticide Programs (7501C) 

REGISTRANT: Petro~Canada Specialty ·products anO Fluids 

CHEMICAL: Benzoic Acid 

PRODUCTS: MJCROL Preservative (EPA File Symbol 82()76-R) 

Uses: Anlimicrobial Prcsen1ative for Food Grade Lubricating Oils 

Type of Registration: Unconditional 

Missing Data: None 

• HIGHLIGHTS OF SCIENCE REVIE\\IS: 

TOXICOLOGY: 

Benzoic Acid is lhe chemical bcnzenecarboxylic acid (C7H60 2) occurring in nature in free 
and combined forms, Toxicological data on sodium benzoate may be used to support 
benzoic acid since sodium berrzoate ls rapidly metabolized to benzoic acid in mammals. 
As part of its tolerance reassessment, HED has completed a review of sodium benzoate 
which concluded that there were no lOX end points and that it may be chamcterizcd as low 
risk. The Food and Drug Administration has approved benzoic acid as a Generally 
Recognized As Safe substanc-e (GRAS) a'> a direct food additive substance al 0.1% 1n 
f()Od (21 CFR 184.1021 (d)). 'D1is ingredient is also defined as an antimicrobial agent in 

COHCUM!HCIS 

EPAF«m1320.1A(1/i0) .. I I Prht..i•IUc;r:kdP.yu OFFIO ILFIUCOPY 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

21 CFR 170.3 (o)(2) and as a flavoring agent and adjuvant as defined in 170.3(o)(l2). In 
addition, according to 40 CFR 180.910 benzoic acid is classified as an inert ingredient to 
be used in preM and post-harvest with an exemption from the requirement of a tolerance a<> 
a preservative. It is ingested every day as a naturally occurring component in foods such 
as cranberries, prunes, plums, cinnamon, ripe cloves, \vhile most berries contain about 
0.05 percent. Benzoic acid has been used for decades in phannaceuticals, as a pH 
adju:;tor and! or preservative in cosmetics, bath and beauty products, and as a 
preservative/antimicrobial agent i.n foods and beverages. Benzoic acid is rapidly 
absorbed by mammals, conjugated with glycine, and rapidly excreted in the urine as 
hippuric acid. 

ENVIRONMb'NTAL FATE AND ECOLOGICAl. EFFECTS: 

The available ecotoxicity data for benzoic acid indicates that this compound is expected 
to be readily biodegradable in the environment, is of low toxicity to fish and other aquatic 
organisms, mammals and birds. EPA believes that benzoic acid \.Viii not cause 
unreasonable adverse effcclS on the environment. Thus no adverse impact to the 
environment or wildlife from exposure·to benzoic <icid lubricating oil products is 
expected. The amount of benzoic acid used in food grade lubricating oil formulations is 
expected to be minuscule in comparison to the amount naturally present in the 
environment, and is not anticipated to cause adverse effeets on fish, invertebrates, plants 
or wildlife. 

ENDANGERED SPECIES: 

The use of benzoic acid as a preservative fnr lubricating, oils is not anticipated to 
adversely affect endangered species due to the low toxicity of this naturally occurring 
rom pound. The amount of benzoic acid used in the registered product will result in 
environmental exposures which are luwer than is the amount of benzoic acid naturnlly 
found in the environment, m1d are therefore no! expected to result in any adverse effects 
on endangered species. 

RECOMMENDATION: 

SYWIOt.--. 

I'UftN.\M£ ~ 
tii.TI: ~ 

I recommend that yon concur with th~ registration oftliis new chemical antimicrobial 
under Section 3(c){5) of the Act. 

Concur Date 

Oo Flot Concur 
;;:; !lttte = COMCUM!KC:U 

. 
-·-·······~···· .. ·······-··--·- ·········-······ ..................... ....................... ......... _ ........... ·----.... -..... 
·····~············ 

................. ................. u ................. ....... -......... ·-•••••••-••oo ·--···-··-

. 
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DECISION MEMORANIJU:VI 

SUBJECT·. Rcgistra1iou ofBe11zoic Acid 

FROM: Frank T. Sanders. Director 
Antimicrobials Division {751 OC} 

TO: James Jones. Director 
Office of Pesti~.:ide Programs (7501 C) 

REGISTRA:-.IT: Pctro~Canada Spe.:iahy Products and Fluids 

CHE:V!ICAL: Benzoic Acid 

PRODUCTS: MICROL Preservative (EPA File Symbol 82076-R) 

Uses: Antimicrobial Prcscrvativo: for Food Grade Luhl'icnting Oils 

Type <1f Registration: t Jnconditional 

Missing Data: None 

HIGI!LIGIITS OF SCIEl'CE REVIEWS: 

TOXICOLOGY: 
_/-

i \ 

Benzoic Acid is the chemical ben:t£nccarhoxylic acid (C);l~O-,) occurring in nature in free 
and combined fOrms. Toxicological data on sodium beyioa1e may be useJ to support 
be!izoic acid since sodhun benzoate is rapidly metaboliZed 1o benzoic acid in mammals. 

(liED hus c?mplctcd ~..rcvie,v\,oti sodiut:l benz:on1e·\~'hich. conc_ludcd that there \Vcre no 
Ltox end pomts <llld that 1t may be characrcrm:d as I11W nsk. I h~! l·ood and Drug 

L...,r;.. ~l{uw. \.QL,J ~';.s tle..:>~""'.<.l-"'l<- -"'"'"'; ••• <.t~r<'IJ'/..J.e. '"l.... ,_..,..,.~,wJ # "
,.,.,1/..J-o • .- '4 --11 <-•-tl~f4 iw- .L.AJ...._ .- :.f •a "-'S 
rLt, :1- I-'-" .'' "' . 
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Administration has approved benzoic acid a$ a Generally Recognized As Safe substance 
(GRAS) as a direct tOod additive substance at 0.1% in food (21 CfR 184.1021 (d)). This 
ingredient is also defined us an antimicmbial agent in 21 CFR 170.3 (o)(2) and ns a 
llavoring. agent and adjuvant a."> defined in !70.3(o)(l2). In addition, accmding. to 40 
CFR 180.91 0 benzoic ucid is classified as an inert ingredient to be used in pre" ami post" 
harvest with an exemption from the requirement of H tolerance as a preservative. It is 
ingested every day as a naturally occur~!\&,_ component in foods sucl1 as cranberries, 
prunes, plums, cinnamon, ript clovcs':"atKhuost berries contain~ about 0.05 percent. 
Benzoic acid hus been used for decades in phnrmaceutlcals, as n pH adjustor and! or 
preservative in cosmetics, lxnh and beauty products. and as a preservative/antimicrobial 
:1gcnt in !Onds and beverages. Benzoil: acid is rapidly absorbed by mammals. conjug<ttcd _ J;:; 
with glycine, nud mpitlly excreted in the uriue as hippuric acid. 1 ~~ ,,.t 

..1, r l.tt./'' ;;$ 
ENVJROKMENTAL h\TEA:-.ID ECOLOGICAL cr~l~~;_.- ,V 

6
.;> 5").(!, 

The nvuilable ccotoxicity data tOr benzoic acid i)t'di~tes that this compound is expected 
to be readily biodegradable in the environment/is of!O\v toxicity to !ish aud other aquatic 
orgnnbms. m<tmnwls and birds. EPA lx•licvcs that hen;.oic acid \Viii not cause 
unreasonable adverse dTccts on the environment. Thus no adverse impact to the 
environment or wildlife from exposure to benzoic acid lubricating oil products is 
expected. The amount of benzoic acid 11sed in,,ubrieating oil fbnnulationS'is expected to 
be min~s.cule in comparison to d1c amount ~w.tu .ally present in the cnviru~m~nt, and is 
not rmllc1patcd to cause adverse effects t)ll hsh. mvertebrates. plants or \Vildhfe. 

ENDANGERED SPECIES' ~~de 
The usL~ of benzoic acid as a preservative lOr lubricnting oils is not anticipated tt) 
adversely aftl:et endangered species due to the low toxicity or this mturally occurring 
compound. The amoont orben:~oic acid used in the registered product will result in 
cnviromnentnl exposures wltich af(lower than the amount nfbcnzoic acid nnturally 
found in the environment_ and uft. thcrcfor:fo! expected to result iu any adverse dTects 
on endangered species. • S 

RECO:v1:V1ENDATIOC'L 

I recommend that you concur with the registration of this new chemic:.J] antimicrobial 
under Section 3(c)(5) of the Act 

Concur Date 

--·~~········~~ 

Do "K'ot Concur Date 
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Ca~o!l<cj 1<M=(M ~!~-- r~,:d<>'W: .. 

Ww:llt'"<:l J<n.o;> ~Ill ==od c...-. Em-.. Ml<olk 
onl>;u. . tom~ 1»<1'1 -.._.. - u.- ~!lit. 
!t7tl.:l(n)(40) ' ~pr;w. ' §I)'()Z,:c)(e)!ll 
cl '~ell~. t>a flli• cMpW: lie

mLhiOu~ Old. 
§ 170.$li>)(Ht # 
\M.doOJII»>!;!I!il< 
bll!.to<,!lne~W; 

~ nU.3(<>XUJii 

--~~~ 
(d) Prior sancLlons for this 1ngred!ent 

different from lhe u~~-e tJ8U\bllsbml j~ 
this section do not e:dst or hllve Lem-i 
waived. 

f47 FR. 17375, Oct. :W. 1002] 

§ UW.1012 a-Amyl~ cnxyme pn~pat'l> 
tion from BndUu 
trtearothermopbilus. 

(:1) a-Amylase enzyme preparation u 
obtained :tram the cultun~ filtrnte that 
resultM from G. pure cuiture fennontk 
Won of 11. nonpathogenic an4 

• nontoX1oogenic strain of Baolhu 

11 stearothcnnophflus. fts charll.CWri.rJn,
'l AY-me activitY ta a-amylaee {1,4 a-D 

Wean glucanohydrolase {E.C. 3.2.1.1}). 
(b) 'I'ha ingredlont meets the geM!'il 

and addltlnnal requi:rement-8 for en• 
eyme prepara.ttona in the "Food Chern~ 
cals Codex.'' 3d ed. i1961), pp. 107-11(1, 
which ts incorporated by reference ill 
11.-(:-cordance with 5 U.S.C . .&52{a.) nnd 1 
CPR part 51. Co:ples are a.va11Jtble from 
the Na.tiona.i Ac~tdemy ?re~W. 21[}1 Con, 
stttutlon Ave. NW., Wa.ahington, DC 
W418, or may be examintl-d at the Off1ot 
of Premarkot Awrova.l (HFS-200). Cett• 
ter tor Food S!l!ety Nutrl· 
tion, Food and Drug 
1110 Vennont Ave. NW., anita 
\V!UJb.ingU)n, DC, or the Office of 
Fedt!ral Reg-Ist-er, 000 North Capitol 
NVl., sUite 700, WasWng-ton, DC. 

(c) In accordance with §UH.I(blJl~ 
the ingredient ts uwd in rood With M 

tation othe:r than cunent; f!'Oo4 
fa.cturing pract.Jces. The amrma< 

of thla ingredient as GRAS as a dl· 
Net human food ln~ttedlont in ba.Md 

and Drug Administration, HHS 

good manu
of use: 

ill uood as 3.Il en
in H70.3(o){9) or thie 

; -p,~d;;n;hydroly!ilt~ of eiiible 
malt-ode-xtrins and 

carbohydl'nt.e swootenem. 
The ingrmlle-nt 11.1 W!ed n.t level9 

exceed current> good ma.nufac
pracU.ccs. 

§ 184.1025 

§184.1024 Bromelnin. 
(a) Bromolain {CAS Reg. No. 0001-{10--

7} is an (102Yme :prepara.tlon derived 
from the pilleapples An.anas camcstts 
and A. bra.cieatu~J L. It ls a Wlllto t.o 
light tan amorphoul\ powder. Its char
actorh\lng enzyme activity Is that or a 
peptide by{lrolaoo {EO 3.1.22.32). 

{b) 'l'he ingredient meetJJ 1-he renero.l 
requirements and additional requir-e· 
mcntg for enzyme :prepll.l"atilons In the 
Food Chemtcal:u Codex, 3d ed. {1001), p. 

i~;r:~;~;:B~•~n:ro~;i~c o.cld. uo. whlch ts incorporated by r-ercrunce Ac!d Is the cbomlcal _, lit a«'Ord.ance with 5 U.S.C. 552{a) and 1 
acid tO,fb02), occur- :. CFR pat·t !Jl. Copies are available from 

nMure in free a.nd combined the Nfl.tiOmd Academy Preltl!, 2101 Con
N.'""'" the foods in which ben- stltution Ave. NW,. Wallhington, DC, or 

naturally are cmn- may be examined at the Orrico of Pt-e
cinnamon. ripe market Approval {liF'S-:lO(!), Food a.nd 

~m,·d;m: Benzoic acid Drug Allmlnlstrn.tton, 200 C St. SW., 
t-reating molten W!U!h.ington. DC, and tJ1e Office o! the 

anhydride with steam in the Federal Regbte:r. 000 North Capitol St. 
of a zinc o-Xide ca-taly~t, by NW._ n11ite 700, Wa.shtngton, DC. 

or benzotrichlorlde, or {c) In accordance with HS1.l(b)(l), 
with nitric the ingTedtent 13 ®ed ln food with no 
or wtth air llmltat.tnn othe:r than current good 

of a translt>lon metal ma.nufacturlng pract-ice. The aifl:rma

--i11nt 11653. M!\.r. J5. rm. fu; :un>:<tt1led at 1!1 
'%11 1\lllO, Fub. l~, t%4] 

tlon of thla ingred1ent as GRAS u tl. di
rect food ingrOO.ient is bued UlJQII the 
following- current good manUfacturing 
practJc(! conditions or use: 

{1) The tng:redtent ia u~d iW an en
zyml) lW defined in §170.3(0){9) of this 
chapt<Jr to hydroly-ze protein:~ or 
polypeptides. 

(2) The lnltl<edient it! usell ln food at 
level* not to exceed cun-ent good ma.n
ufa.cturtng- practice. 

100 FR J.miQ, Jun>1 :liS. 10051 

i 184.1025 Caprylic acid. 

(&) Caprylic acid [C!I:!{O.Ehl.:COOH, 
CAS Reg. No. 124-&'i-2] is the chemtcnl 
name for octanoic acid. It ie considered 
to be a. short or medium clt&ln tatty 
a.old. It occurs norma.lly in vn.rloua 
foods and is commercially prepn.red by 
oxidAtion of n-octanol or by fel'menta
tlon and n-actlona.l dlstillat>lon of the 
volatile fatty acids present in coconut 
oil. 

(b) The !ng-redient meets tho epecl
ncat!one of the "J.~ood Cherntcalt 
Codex," 3d F .• d. {1981), p. 207, whleh lain· 
corporated by reference. Cnpies may be 
obtained from the National Academy 
Pre!Ul, 2101 Constltutlon Ave. NW., 
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PESTICIDE FACT SHEET 

Name of Chemical: Bcnzcnecarboxylic Acid (C)·l40c) 
Reason of lssu:mce: 1\c\v Chemical Registration 
Date Issued: 
Fact Sheet Number: 

Description of Chemical 

Chemical Name: 

Common Name: Bt:nzoic Acid 

Product Trade ~am~: >.1lCROL PrcsCr'\·<llivc 

Chemical Abstract 1'\umber{CAS): 65~85~0 

EPA Ch~mical Code: 009101 

Chemical Family: Carboxylic Acid 

Y car of Initial Registration: 2005 

Pesticide Type: 

U.S. Producer: 

Preservative for Food~Grade LubricaLillg Oil::; 

Petro Canada 
Specialty Products and Fluid!> 
2489 Korth Sheridan Wily 
.V1ississauga. Ontario L5K lAS CANADA 

lJsc Patterns and FHrmull!tion 

Pesticide Type: End l'se Product for us~.: as a PrcservaLi\c fJ1r FilOd~Gradc Lubricating Oils 

15 
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Science Findings 

Sltmmary Science Statement 

The submitll!d product chemistry data, for Benzoic ncid satisfies product chemistry 
OPPTS Guideline Series 830. Toxicologicnl data on sodium ben:toate may be used to support 
benzoic acid since sodium benzoate is rapidly metabolized to benzoic acid in mammals. As part 
of its tolerance reassessment. I lED has completed a review of sodium benzoate which concluded 
that there were no tox end points aud that it may be characterized a.:; low risk. The Food and 
Drug Administration hm; approved benzoic ac'td asH Generally Rec()gnized As Safe substance 
(GRAS) as n d)rcct food additive substance at 0.1% in food (21 CFR 184.1021 (d)). This 
ingrcdicut i:; also de lined as an autimicrubial agent in 21 CPR 170.3 (o)(2) and as a navoring 
agent and adjltVUll! a~ defined in J70.3(n){ 12). In addition. according tn 40 CFR 180.910 benzoic 
acid is classified as an inert ingredient to be used in pre- and post-harvest wiih an exemption 
from the requirement of a tolerance as a preservative. It is ingested every day as a natun1lly 
occltrring. component in foods such as cranberries. prunes. plums, cinnamon, ripe cloves, while 
most berries contain about 0.05 percent. I3enzoic acid IHIS been used for decades in 
pham1accuticals, as a pH a~illstor and/or preservative in cosmetics. hath <Uld beauty products. ;:md 
as a pn:scrvativc/antimicrobial agent in fonds and beverages. Benzoic acid is rapidly absorbed 
by rnammals, conjltgated with glycine. and rapidly excreted in the urine as hippuric aci<L 

The <Wail able ecutoxicity data for benzoic acid indicates that this compound is expected to he 
readily biodegradable in the environment, is or low toxicity to fish and other aquatic organisms, 
man1mals and birds. EPA believes that beiizoic acid will not cause unreasonable adverse effects 
on the environment Thus no ndversc impaclto the enviromnent or wildlife from exposure to 
benzoic acid lubricming oil products is expected. n1e amoum ol"henzoic acid llsed in fbod grade 
htbricnting oil fonnulutions is expected to be minuscule in comparison to the amount natllrally 
present in the environment. nnd is not aniicipated to cause adverse ctiect:-~ on fish, invertebrates, 
plants or \vildlife . 

Physical anti Chemicttl Charactei·istics 

Cdor: \Vhirc 

Physical State: Solid (crystalline powder) 

!vtelting Polm 122 oc 

Specilic Gravity I ,2659 

Odor: O(lorl..:ss-to-slight bct1zaldehydc 

16 
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\\later Partition Cncfficient: 

pH: 

Stability: 

Oxidizjng or Reducing Action: 

Flammability: 

Explodability: 

Viscosity: 

Corrosion Charackristics: 

Toxico!Ggy Pn1tile 

Technical Acute Toxici!v 

Acute Om! 

Acute Dermal 

Acute lnhahuion 

Primary Eye lrritn!iou 

Primary Skb1 iiTitation 

Dcrnwl Sensitization 

3 

log Kow is I ,87 

1.l{ 

Swhlc 

Contains no oxidiziug/rt'ducing <lgents. May react \Vith 
oxidi~.~.~rs. 

Not Applicahk. Flush poillt 250"F by closed cup. 

Docs m1t contain nny cxplmlahlc components 

Kot Applicable 

Docs not react with packaging 

S!all!S Tnxicitv Cvkgory 

F ul flllcd III 

Filllilled Ill 

Fulfilled !V 

Fulfilled 

FHIIilled Ill 

Fulfilled Non.ScJJsi ti zi1tg 

The Ageucy did not require subchronic!chronic ShJdies for benzoic acid because it occufs iu 
nature in free and combined fOJUJs. FDA has npproved benmic acid as a (iRAS substance that 
can be added directly lll (Ood 111 0.1 ?/(1 or less. Benzoic acid is a nattlrally occurring component iu 
foods such as cnmbcrrics, prunes, plnms. ciunmnnn and cloves. \:lost berries contain 
appmximately 0.05% benzoic acid. 

17 
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Environmental Fate and Ecolngical Effect 

The Agency did not require ecological effect or environmental fate data fix hem:oic acid because 
it oc.curs in nature in free and combined forms and is expel:ted to readily biodegrade. 

Contact Person at EPA 

Velma Noble 
Product Manag.cr (31) 
Rcgulat01y Management Branch 1 
Antimcrobials Divisnn (751 OC) 
Office of Pesticide Programs 
(703) 308-6233 

e Mailing Address: 

• 

lly US Mail 

Document Processing Desk 
OHice of Pesticide Programs (7510C) 
US Environmental Protection Agency 
1200 Pennsylvania Ave, NW 
Washington, DC 20460-0001 

By Courier: 

Document Procits!'iing Desk\ 
Oflice of Pesticide Programs (751 OC') 
US Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202A501 

Office Location and Telephone Number- Antimicrobials Division 

Third Floor, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlingwn, VA 22202 
(703) 308-6411 

Disclaimer: The in!Onnation in this Pesticide Fact Sheet is a sunmwry only and is not to be used 
lo satbl)' any data requirements for pesticide registralion or reregi:)tration. 

18 
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*Product ingredient source information may be entitled to confidential treatment* 

PESTICIDE FACT SHEET 

Name of Chemical: Bcn:~.cnccarboxylic Acid (C 7H60;) 
Reasnn of Issuance: 0:cw Chemica! Registration 
Date Issued: 
Fact Sheet ~umber: 

Description of Chemical 

Chemical Name: 

Common Name: Benzoic Acid 

Product Trade >l"antc: MJCROL Preservative 

Chemical Abstract :.l'111nber (CAS): 65-XS~O 

EP i\ Chcmic:.tl Code: Ask Bob 1'11rl1iu-can 't rem! _. 

' l y..vl!'c 
Chemical family: don't kuow ( < '~' y) / 

Y c~r or Initial Registration: dou 't kuaw ·;;.CO£" 

,.,qrol 
L• . 

OC1·cJJ) 

Pesticide Type: Preservative for Food~Gradc L11bricating Oils 

C.S. Producer: f\:;:}..--v C:::t 1\crd&.. 

Usc Pattcms and Formulation 

( ~~ k .... j 
l 

J>i'>ht }·l\1>'~ 

Pesticide Type: End Usc Product for usc <L'> a Preservative for Food-Grade Lubricating Oils 

Science Findings 

Summary Scicucc Slatcment 

The ~mbmitted product chemistry datot. for Benzoic a~.:id satisfi~s product chemistry 
OPPTS Guideline Series 830. Toxicological data on sodium benzoale may be l!sed tu support 
benzoic acid since sodimn benzoate i:; rapidly mctnbolized to benzoic acid in mammals. As pari 
of iL" tolermt~.:e reassessment. J JED has completed il review of sodimn benzoate v,:hich concluded 
that thc:n: were no tox end poinls and that it may be characterized as low risk. The Fuod and 

19 
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Drug AU ministration has approved bcn.wic acid as a Generally Recognized As Safe substance 
(URAS) as a direct food additive suhstnncc at 0.1% in food (2 J CH< 184.1 021 (d)). This 
ingredient is also defined as an antimicrobial age111 in21 CFR 170.3 {o)(2) nud as n flavoring 
agent and adjtwant as defined in l70.3(o)(l2), In addition, according to 40 CFR 180.910 benzoic 
acid is classified as an inert ingredient to be used in pre- and posHHlrvest with an exemption 
lfom the requirement of a tolerance as a preservative. It is ingested every day as a naturally 
occurring component in foods such as cranberries. prunes, plnms. cinnamon, ripe cloves. \Vhilc 
most berries contain ahout 0.05 percent. Benzoic acid has been used for decades in 
phannnce11ticals, as a pH adjustor and/or preservative in cosmetics, bath and beauty products, 1md 
as a prcservativciantimicrobial agent in foods and beverages. Benzoic acid is rapidly absorbed 
by mammals, conjugated wiih glycine. and rapidly excreted in 1he urine us hippuric acid. 

The available ecmoxicity data for ben1:oic acid indicates that this compound is expected to bt: 
readily biodegradable in the environment. is of low toxicity to fish a11d other aquatic organisms, 
mammals and birds. EPA believes that benzoic acid will not cause unreusonablc adverse effects 
on the environment. Thus no adverse impact to the environment or wildlife from exposure to 
benzoic acid lubricating, oil products is expected, The amou11t of benzoic acid used in food grade 
luhrlcating nil fonmtlations is expected to br. minuscule in comparison to the amount naturally 
present in the environment. and is not anticipated 10 cause adverse cffecJs on fish. inverwbratcs. 
planL-; or wildli fC. 

Physical and Chemical Characteristics 

Color: 

Physlcal State: 

':v1clting Point 

Specific (irm'ity 

Odor: 

Water Partition Coet1kicm: 

pll: 

Stability: 

Oxidizing t1r Reducing Action: 

White 

1.2659 

Odorlcss-to-sl ight bcu;;_.altlehydl: 

log Kov,· is 1.87 

2.8 

Stahle 

Contains no oxidizing/reducing agents. May react with 
oxidizers. 

21 
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Flammability: )lot Applicable. 1:!asl1 poin1 250~F by closed cup. 

F:xpi(Jdability: Docs not co main any cxploclabh; components 

Viscosity: Not Applicable 

Corrosion Characteristics: Docs not react with packaging 

Toxicology Profile 

Ieclmical Acute Toxicity 

Acute Oral 

Acute Dermal 

Acute Inhalation 

PrinHH)' Eye Irritution 

Primary Skin Irritation 

Dermnl S~o:nsitizatioit 

Short Tenn/Subchronit: · 'oxicity 

DevdopmcntaliH roductive Toxicity 

Carcinogeni · y ~\:~,~ 

Muta•~ tcity 

Em·ironroental Fate and Ecological Effect 

1 

Ftdtillcd 

F u!filled 

1\llfilled 

F ulfillcd 

htlfillcd 

Fulfilled 

,, 

? 

., 

{Dou 'tlmm wit all sit auld do iu this .\·ection 

I 

Toxicity Catetwrv 

Ill 

Ill 

IV 

Ill 

Non-Scn:-.itizing 

23 
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*"!<Waiver 

-;:-;--·-
!..Suhchr-Oflio,OOronie-ttnd·matagerrictty·:rod"C'XJ50'SHrt:dntaTcquitt:mcms"1irl:"aH\-vaived-for 
Eil~LuJn.ctu:bonate-.-.:Fhi:H:hemi-cal is a naturally-Dccurring substance: one Df the mot·-conlmon 

---eonlpeundS\:in-etrrtlrandis-ing:es!:ecl-dailTWitlrm.Yuppat1!'rtt·turtnr:-" 
· .. *'*--All environmental fate and ecological erfects data were waived for this chemical due to the 

fact ti~-atin:nm-integraLpan of cuvironmel!t ami ccologicf!LSY"stcnrs:NO-~~·~rse impact to the 
environment or wildlife froJ~7eltrt'atc:ium:ctfi6.0il.Jtc bm;ccl paint products is cxpcctt!d 
since the amount of calcium ~~rhonate UsCJ' in paint ii.,;;n~!lftfiOHs is expe~.:tcd to be minuscule in 
comparison to the ~;nounnYitumlly pn:sent in th~t environment, and thus would 11ot significantly 
effect the cnvif6ilinent or wildlife. 

Contact Person at EPA 

Velma Noble 
Product Manager (31) 
Regulatory Management Branch 1 
Antimcrobials Divison (751 OC) 
Office ofPcs1icidc Programs 
(703) 308-6233 

:VI ailing Address: 

By US Mail 

Document Processing Desk 
Office of Pesticide Programs (751 OC) 
US Environmental Protl!ction Agcm:y 
1200 Pennsylvania Ave, NW 
Washington, JJC 20460~0001 

By Courier: 

Document Processing Desk\ 
Office ofPcsticidc Programs (7510C) 
US Environmental Protection Agency 
Room 266A, Cl)·stal Mall 2 
1921 Jdlerson Davis Highway 
Arlington, VA 22202~4501 

Office Location and Telephone Numbt~r- Antimicrobial::; Division 

! 
25 



Frequently Asked Questions on i\ir Quality Page 3 ofS 

• 

• 

26 
http:i/W\\'W.iaqm.com!faq.!Jtm! 12112/2005 



.. 

• 

• 

Third Floor, Crystal Mall 2 
1921 JefTer:mn Davis Hi12hwav 

~ . 
Arlington, VI\ 22102 
(703) 308·6411 

5 

Disclaime-r: The information in this Pesticide Fact Shed is a summary only and is not to be used 
to satisfy any data rcquiremenl'i for pesticide rcgistratinn or reregistration . 
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" *Product ingredient source information may be entitled to confidential treatment* 

PESTICIDE FACT SHEET 

~ame of Chemical: I3enz~necarboxylic Acid (C~H601) 
Reason oflssuaucc: New Chemical Registration 
Date Issued: 
Fact Sheet Number: 

Description of Chemical 

Chemkal 1\amc: Rcnzcnccarboxylic Add (C,I-lf,O,) 

Benzoic Acid 

Product Trade- l\:1111t: MICRO!. Preservative 

Ch~mical Abstract Number {_(.'AS): 65~85-0 

EPA Chemical Code: Ash. Bob 1'urpin-cllu't read 

ChcmicaJ Fmnily: don't kuow 

Y car ofinitial Registration: doJJ't kuow 

Pesticide Type: Preservative for Food-Grad..:- Lubricating Oils 

U.S. Producer: 

lise PHtterns and Formulation 

Pesticide Type: End Usc Pwduct for u::;c as a Preservative t4.w Food-Grade Lubricating Oils 

Science Findings 

Summary Science Statement 

The submitted product chemistry Jam. for Benzoic acid ~mist1cs product chemistry 
OPPTS Guideline Series 830. Tnxicological dntn on sodium bcnzontc mny be used to support 
benzoic acid since sodium benzoate is rapidly mew.bolizcd 10 benzoic acid in mammals. As part 
of il:-; tolerance re;LSses.smcnt, liED has completed a review of sodium benzoate \Vhich concluded 
that there were no tox end points and thm it may be chamc1erized as low risk. The Food and 

28 
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Drug Adntinistmtion has approved benzoic acid as ;t Gencra!iy Recognized As Safe substance 
(GRAS) as a direct food additive ~11b~tancc at 0.1% in food (21 CFR 184-.l 021 (d)). This 
ingredient is abo defined a.s an antimicrobial ;1gent in 21 CFR 17D.3 (o)(2) and as a flavoring 
agent and adjuvant as defined in l70.3(o )( 12). fn addition, according to 40 CFR 180.910 benzoic 
acid is classified as an inert ingredient to be used in pre- nnd post~ harvest with an exemption 
from the requirement or a tolerance as n preservative. It is ingested every day as a nan1raliy 
occurring component in foods ;such as cnntbcrrics, prunes. plums, ciru1amon, ripe doves, \Vhilc 
most berries contain uhmn 0.05 percent. Benzoic acid has been used for decades in 
pharml!CCLtticnls. as<~ pH adjustor and/or preservative in cosmetics, bath and bcallty prod11cts, and 
as a preservativeiamimicrobial agent in foods and bcvemges. Benzoic acid is rapiJiy absorbed 
by mammals. conjugated with glycine, anJ rapidly cxcrett.!d in the 11rine <Js hippuric acid. 

The available ecotoxicity data for benzoic aeid indicates thnt this compound is expected to be 
re;1dily biodegradable in the environment, is of low toxicity to fish and other aqumic organisms. 
mammals nnd birds. EPA believes thru benzoic acid wlll not c:mse unreasonable adverse e!lCcts 
on the environment Thus no adverse impact to the environment or wildlife ifom cxposun: to 
benzoic acid lubricating oil products is expected. The amount of benzoic udd 11scd in food grade 
lubricating oil formulations is expected to be minuscule in comparison to the <.!mount naturally 
present in the cnvi((}!Unent. and is not anticipated to cuu.sc adverse effects on fish, invertebrates. 
plants or wild lire. 

Physical und Chemical Characteristics 

Physical Stale: 

Melting Point 

Specific Gravity 

Odor: 

\\later Paflition Cocffi~.:ient: 

pH: 

Stability: 

Oxidizing or Redttcing A~.:tio1t: 

Whit..:: 

Solid (crysialline pO\vdcr) 

122 "C 

1.2659 

Odorlcss-lo-slight lJeJtzaldehyde 

lng Kt)W is 1.87 

Stable 

Contains no oxidizing/reducing agents. May react with 
oxidizers. 

29 
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r:Iammahility: 

Explodability: 

Viscosity: 

tviiscibil ity: 

~ot Applicable, Fl<J.sh point 2501'F by closed cup. 

Docs not contain any cxplodahlc components 

1\ot Applicahlc 

~ot Applicable, if product is an enmlsiiinble liquid 

Co1Tosion Chmilcleristics: Do~s not react with packaging 

Dielectric 13reakdmvn Voltage: '\ot applicable 

Toxicnlog_y J,rofih.• 

Technical Acute Toxicity 

Acute Oral 

Acute De mull 

Acute luhalatinn 

Primary Eye iiTitation 

Primary Skin Trritation 

Dermal St.'nsitization 

Short Tenn.ISubchronic Toxicity 

Dcvelopmcntal/Rcproduclivc "]"ox icily 

Carcinogenicity 

:vi utagcnic ity 

Enviroumcntal Fate aud Ecological Effect 

Smtus 

Fulfilkd 

Fullilled 

Fulfilled 

htllilled 

Fulftllcd 

Fullilkd 

., 

., 

? 

., 

(Don't know wit at I s!tould t/JJ in t/lis secthm) 

Ecological Effects **Waiver 

·roxicitv Catcgorv 

Ill 

Ill 

IV 

Ill 

Non-Scnsitiz(og 
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Enviromnental Fatt **Waiver 

~-c---;-·-··-···-·-···- ·-···---···-····-····- ·- -
* Subchnmic. chronic tmd mHtagenicity rmd exposure data requirements are all waived fur 
calcium carbonate. This chenlical is a naturally occurrilJg sub:->Iaucc. unc of the mot common 
compounds on cnrth and is ingested daily with Ho apparent hann. 
** All environmental fnte and ecological effects data were \vaived for this chemical due to the 
fact that it is an integral part or environment nnd ecological systems. Ko adverse impacl to the 
environment or wildlife from exposun: to calcium carbonate based paint products is expected 
since the amount t)f calcium carbonate used in paint formulationti is expected to be minuscule in 
comparison to the mnount natmally present in the cuviroimJellt, and thus would not significantly 
effect the environniCllt or wildlilC. 

Contact PcJ-son at EPA 

Velma :--.loble 
Product }..·fnnagcr (31) 
Regulatory Munagcmem Branch l 
Antimcrobials Divison (751 OC) 
OIJicc ofPcsticid~ Programs 
(703) 308-6233 

Mailiiig Atldrcss: 

!3y US M«il 

Document Processing Desk 
Onlcc or Pesticide Programs (7510C) 
llS Environmental Protection AgcHcy 
1200 Pennsylvania Ave. ~Vv' 
WashiHgtoll. DC 20460~000 I 

By Courier: 

Document Processiug Desk\ 
Oftice of Pesticide Programs (751 OC) 
US EnvironmeHtal Protection AgeHcy 
Room 266A, Crystal tvfall 2 
1921 Jefferson Davis IIighway 
Arlington. VA 22202-4501 

Office Location nnd Telephone Number~ Antimicrobinls Division 
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Third Floor, Crystall\•1all2 
1921 Jcfterson Davis Higllway 
Arlington. VA 22202 
i703) 3118-6411 

5 

Disclaimer: The information in !his Pesticide Fact Sheet is a summary only and is not to be used 
to satisfy any data requirements for pesticide registration or rcrcgistra!ion . 
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TASK ASSIGNMENT FORM 

Antimicrobial Division/Regulatory Management Branch Il 

ProdutJ 

PRODUCT REVU:WER: RMB n TEAM_ 

Description of Adion: 

ASSIGNED DATE 

DATE DUE FROM SCIENCE 

DATE DUE TO I'M 

RASSB 
Em·ironinenlal 

TYJle'OfData: PSB Prodtnt PSB Acute PSB 
Chemirtr)· o Toxicology 0 Efficacy 

0 F11r 0 

EPA Filt Symbol/Reg No. 

20 

2005 

2 

2005 

2 OS 

RASSB RASSB 
Erologltal Cbronir 

0 I 0 

RASSB 
Expo$utt 

0 

COMMENTS: NOTE TO ARCTIC SLOPE· PLEASE COMPLETE PART II OF FORM. 
, I eve I 

fjvtd .. )L ~ /!ttiy0 {A~>{r~ ro1A ~~ ~ ''i 
£, e ~ ---& d /, c..- ll t., c/' . -r: j' , r~ J/1 r?J2i c< • 

DATE f£E PAID: ______ _ RESPONSE CODE: ___ RESPONSE DATE::_~3:'l31---



DP#. (315791) Deds!on #: 352089 

DATA PACKAGE BEAN SHEET 
Date: 11·Apr·2005 

Page 1 of2 

PRIA 
* * * Registration Information * * * 

RegiS.tfitHon: 62076·R · MlCROL PRESERVATIVE 

Company· 82076 - PEfRO..CANADA 

R.,s;; Manager. f:!;M 3~-~yet~a No!=l_l~ • _(703} Jge-6?~~.~~~m# C_M-2 ~as _ 
R;sk Manager Rev~ewer: ~cy ~-antz ~NTZ 

• 

Sllnl Date. 09·Feb·2005 

Type ol Reglslralion: ~r<XIu~ Req~stratio~. S~~~ 

Act!Qn Dose: (A38) N_EW A!:_FOO:~~:Wl'J!i EX~!V!PT1_9~-

!ngre<!ients: 909.!0 t, S.~o~ aci:1_(9:9 9_~%) 

,. * * Data Package Information "'"' * 

Yes 8 No Date Sent tf-Apr-2005_ 

DP Ingredient: 00910t, Benzoic acid 

DP Titi£L 

Edil&d Due Dale: 

Duo Back: 

CSF Included- ') Yas • No Label Included: ··--- Yes e No Parent DP #: 

Organaatmn. AD f RASSB~~. 

Team Name: RASSB1 

Reviewer Name: 

-tractor Name: 

Date In Date Out 

Administrative Due Date: 

Negotiated Due Date: 

Projected Compfetkm Date: 

* * * Studies Sent for Review * * * 
No Stud~as 

* "'* Additional Data Package for this Decision * * * 
Printed on Page 2 

*"' * Data Package Instructions * * * 
Please ha11e Bob Ou1ck confilm the companies PPM calculations he has lhe information needed to do this_ 
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Tracy 

Wallace 
Poweii/OC/USEPNUS 

11/30/2005 t0:09AM 

To Tmcy LantzJOC/USEPAIUS@EPA 

"' 
boo 

Subject Re: tox label revie(fof Benzoic Acid[J 
~---

I'm going to work on it Monday. So I'll give the draft to Karen to sign (and email the draft to you) on 
Monday or Tuesday. 
(I wish 1 could do better than that, but there's something else I need Ia finish this week.) 

Tracy lantziDCIUSEPNUS 

Tracy lantzJDC/USEPAJUS 

11129105 tG:33 

How's the review coming along? 

To Wallace PoweiiiDCIUSEPAfUS@EPA 

,, 
Subject !ox label review lor Benzoic Acid 

I am hoptng that you can get it to me ASAP as I am ready Ia move forward and am now just wailing for 
your review. 

Thanks . 
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DATA PACKAGE BEAN SHEET 
Date: 02-Sep~2005 

Pago t of2 

• • • Registration Information "'"' "' 

Registration: 820!_6-R- MIC_ROb PRESERVATlV!; __ " 

Company: 82076- PETRO·CANADA 

Risk Manager: RM 3 t -Velma_ Noble- (!03) 300-il23-3 Room# C~:~_}OBB 

Risk Manager Reviewer: ~~~-~ Lan!~_!_Y.,NTZ 

Sent Date. Calculated Due Date. 27-Dec-2006 

Ty-pe of Registra!km: Pro<luct_ Registration_':. Section 3 

• 

Action Desc: (A38LNEV'{_AI:FOQD USE;Win:!§_:>;!ZMPTIO_~ 

Ingredients: 009101. Ben~_?k; ?cid(99.9~%) _ 

"' "'*Data Package Information * * * 

Expedite: Yes e No 

DP Ingredient 009101, Benzoic acid 

DPTitle: 

CSF Included: • Yes ' No labet lnciiJdod: • Yes No ParMI OP#: 

Date In Date Out 

Decision #: 352089 

DP #; (315790) 

Edited Due Date. 

Due Back. 

Organization: AD I PS_B 

Team Name: CTI 

Reviewer Name: Powe!t. Wallace 

Last Possible SCience Due Oat~:r 2~y-2000 

Science ooo Dale: 01-Aug-200_!_ 

Sub Data Package Due Date. F·Jul-2005 

*"' * Studies Sent for Review* * * 

No Studies 

* •"' Additional Data Package for this Decision*** 
Printed on Page 2 

* * * Data Package Instructions"' * * 
Karen Tox- Here are the HEO reviuws (Risk AMes~men!} to do awle to){ bos-ed on Sodium Benzoate 
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To Wallace Powei!IDC/USEPAIUS 

cc 

bee 

Subject Fw: acute lox for benzoic acid 

I don't recall that t have received this review from you. 
Dot have it and I have forgotten, or have you not yet given it to me? 
Please took into this as Dennis wants me to complete this package and t need your information to do so. 
Thanks, 
Tracy 
---- FoMarded by Tracy LantziDCIUSEPNUS on W!31l2005 04:08PM--·· 

Wallace 
Poweti!DCIUSEPAJUS To Tracy Lantz!DCIUSEPA!US@EPA 

09f14/2005 02:34PM oc 
Subject Re: ncute tox fo1 benzoic acid[) 

Yes I will. I'll give you a draft (&submit it f01 signature) next week 
wallace 

Tracy Lantz/DC/USEPA!US 

Tracy lantzJOC/USEPAJUS 

09/13f05 16:30 To VVallaco PowelliDC!USEPNUS@EPA 

cc Velma Noble/DC!USEPJVUS@EPA 

Subject acute tox for benzoic acid 

It appears that you still have an outstanding data package tor 82076·R that we gave to you back in ApriL 
The package included HED risk assessments on Sodium Benzoate. We would like you to give your 
opinion, based on those reviews, as to whether the precautionary statements for this product are accurate . 

This is D 352089, DP 315790 

This new active ingredient is due out of the Agency in the next few months, so I would like your review as 
soon as possible. 

Thanks 
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Tracy LantzJDC/USEPAIUS 

0911312005 04:18 PM 
To Wallace Powe!IIDC/USEPAIUS 

cc Velma NobleiDCIUSEPAIUS 

bee 

Subject <'!cute tox ror benzoic acid 

It appears that you slill have an outsU~nding data package for 82076~R that we gave to you back in April. 
The package Included HED risk assessments on Sodium Benzoate. We would like you to give your 
opinion, based on those reviews, as to whether the precautionary stalements for this product are accurate. 

This is 0 352089, OP 315790 

This new active Ingredient is due out of the Agency fn the next few months, so I would like your review as 
soon as possible. 

Thanks . 
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(315790) 

DATA PACKAGE BEAN SHEET 
Date: 11MAprM2005 

Page I ol2 

* * * Registration Information "'* * 
Registration· 6Z076-R- MICROL PRESERVATIVE 

Company: 82076 - PETRO-CANADA 

Risk Manager ~M~1 ~~~lm~~~~e. J~3l30~-9233 RooTn#G~l-~ ~~_B 

Risk Manager Reviewer Tracy L!_ntz TLAN_!Z 

Sent Date Calculated Due Date: v~ it?__.(:: 
Type of Reg1S!rulion l_=>ro~ct_~g~!!_alio!!__- ~C!!0_~3 

Action Desc: 0-38} NEW Al'_FOOD USE:Wl.!_lj ~XEMPT!~~ 

Ingredients: 009101, ~.!:'.Z?~~acu;!{99.93%L 

* * * Data Package Information * "' * 

Decision#: 352089 

Ed1led Due Date· 

• ExPEd•le. ' '< Yes • No Date Sent. !,'!_:Apr-200~- Owe B!lck: 

OP !ngredienl: 009101, Bi:m:ZOIC acid 

DPTiUe· 

CSF Included. 8 Yes - No Label Included: 8 Yes ; No Pawn DP #. 

Date !n Date Out 

Organization:~~ p~ 

Team Name. CTT 

Admin!strath1e Due Date: ~~_]__ 

Negotiated Due Date_ 

Revie'>'i~H Name· Pro;ected Completion Date-

* * * Studies Sent for Review * * "' 

No Studros 

* "'* Additional Data Package for this Decision * "' * 
Pr\1\led on Page 2 

* * * Data Package Instructions * * * 
Karen fox -Here are !he HED reviews. {Risk Asse-ssment) to do acute tox basod on Sodium Benzoate, 
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TASK ASSIGNMENT FDRM 

Antimicrobial Division/Regulatory Management Branch 11 

DATE DUE TOl'M 

Typt of Data~ PS.B Product 
Chemistry 0 

PSB Acuie 
ToXicology "1 PSB 

Effiury 
RASSB 
.En,·ironm'-!nla) 

0 

EPA Flit Symboi!Reg No. 

RASSB 
Et'oloe;iral 
£ffetU 0 

SJ.a 

20e5 

RASSB, ,. , 

0 

RASSB 
Exposure 

COM.MENTS: NOTE TO ARCTIC SLOPE · PLEASE COMPLETE PART 8 OF fORM. 

• 
/c4,v.-'{ex- /ftrL M'- 1k fi£ () 11 w; 6M)s {tdL As.se:;d) 

}v do tt!A~ hx b~tJ vr- ScJ,.,_ (l,"""""'',;k . 

, •' 

,,, 
!"'·:::';.--;:-;:~~ '• 

DATE FEE PAID:. ______ _ RESPONSE CODE: ___ RESPONSE DATE:_"'4.t"l2>--



DATA PACKAGE BEAN SHEET 
Date: 01 ~Nov~2005 

Page 1 ol2 

* * * Registration Information "' "'* 
Registration: 82076~R- Ml~~pl PRESERVATlVE 

Company: 82076 -:..£'.§_!B,(J-CANADA 

RISk. Manager: RM 31- '{_~r'fl~ ___ f':lobfe- (703) 305-6233 Room# GM-2 308B 

Risk Manager Rt'.!viev.-er- Trao/_ -~~-~~_!!_.ANTZ 

Sent Date: 

Yype o( Registration: Pr~~<?"_l_~~istralion -Section 3 

Calculated Due Dale: 27-Dec-2006 

Decision #: 352089 

DP #: (315790) 

Edited Due Date; 

Action Desc. <6~8) NEWA!;FOOD USE;wtTH EXE':'lP!IQ~:NO FEE: liNKED TO A PRIA.APPU~~:fJ_Q_~: __ 

lngredumts· ~09~01, 8t'.!.!'l_~O!£_.;u;;l\1{99.93%) 

***Data Package Information • • * 

• Expedlle: Yss e No Dale Sent: !_!-~~-2005 __ Due Back: 

DP lngre<Jient: 009101, Benzoic acid 

DPTIIIe: 

CSF Included: • Yes ·- · No Label Included: e Ye~ No Paren\DP#: 

Assigned To Date In Date Out 

Or!Janizallon: AD f PSB 13:~!:2_~~ .. Last Po~ibfe Science Due Date: ?f:tvi~Y_:?_O_I)$ 

Tei:lrn Name: CTT 1 ~:~-r~2_!l~? ___ _ Science Due Date: Ot-Aug-~005 __ __ 

Re>•Jewer Name: Powell, Wa_l~ace 

Ccntractor Name: 

1 S..Apr-2005 Sub Data Package Dt;a Date: 17-Jul-2005 __ 

• "'"" * Studies Sent for Review * * * 
No Studies 

* * *Additional Data Package for this Decision * * * 
Printed: on Page 2 

* • "' Data Package Instructions** * 

Karen Tox --Here are I he HED reviews (Risk Al;sessmenl) to do acute tox based on Sodium Benzoate. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

December 8, 2005 

MEMORANDUM 

Subject: 

From: 

Through: 

Data Package D315790 
Benzoic Acid New Chemical Screen 

Wallace Powell, Biologist ~J!l# 
1 Product Science Branch I/~ Til j ':? < ! 1 

Antimicrobials Division (7510C) ,~ \ ,-\)1) 
Karen P. Hicks, Team Leader d. / ( __ "-, y, -\~ ~~ . 
Chemistry {Toxicology Team I v-"''-~ '1.-1 oJ 
Product Science Branch ( / \f.·.\\ ' 
Antimicrobials Division (75!0C) << < 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

To: Velma Noble1 Product Manager, Team 31 
Tracy Lantz1 Team Reviewer, Team 31 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

OfACEOF 
f'REVerr:oo. l'tSTtoneo 
AtW TOXlC SU!l5TNICB 

• BACKGROUND 

Petro-canada wishes to register technical grade benzoic acid, 99.93% purity. Benzoic acid is a 
New Chemical active ingredient. Petro~Canada wishes to rely on acute tnxicity data support for 
sodium benzoate in support of benzoic acid. 

In a March 30, 2005 meeting between Petrowcanada and Antimicrobials Division 
representatives, the consensus opinion regarding acute toxicity data support was that new data 
for benzoic acid would most likely not be needed. It was thought that Petro-Canada could 
most likely rely on sodium benzoate data, either in general or at least in regard to acute oral 
toxicity. 

DISCUSSION 

A summary of available information on the toxicological effects of benzoic acid and sodium 
benzoate is found in a September 25, 2003 Health Effects Division (HED) document "Benzoic 
Acid and Benzoate salts: Health Effects Division Science Assessment Document for Tolerance 
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Reassessment." Regarding the similarity between the two chemicals, the HED document states 
that "it was considered that data gaps for one benzoate salt could be adequately addressed by 
the existing data for the other benzoate compounds. Benzoic acid and its salts are rapidly 
absorbed by mammals, conjugated with glycine, and rapidly excreted in the urine as hippuric 
acid." 

The HED document also lists study results and their corresponding acute Toxicity Categories for 
benzoic acid and, where available, for sodium benzoate. Acute effects for which the Toxicity 
categories are listed for both chemicals are acute oral toxicity, eye Irritation, skin irritation, and 
skin sensitization. For these effects, with the exception of eye irritation, the Categories are in 
general agreement between the two chemicals, with benzoic acid showing slightly greater acute 
effect where there is a difference. For eye irritation, benzoic acid data showed severe irritation 
whereas sodium benzoate was non-irritating. This is not too surprising, however, since eye 
irritation is a particularly variable acute effect, from one substance to another. (Appropriately, 
the label for the proposed benzoic acid product indicates severe eye irritation.) Data for the 
other two acute effects ·- acute dermal and acute inhalation toxicity -" are available for benzoic 
acid itself (though not necessarilty for sodium benzoate). 

Other study results and human effects information cited in Hazardous Substances Data Bank 
(HSDB, available at http://toxnet.nlm.nih.gov) and elsewhere help attest to the acute oral 
toxicity Category III rating for the two chemicals and also suggest that benzoic acid itself, 
though irritating, is not expected to be corrosive to the eye, respiratory tract, or mucous 
membranes. 

RECOMMENDATION 

Based on the similarity between sodium benzoate and benzoic acid, and based on the acute 
toxicity data summaries for both chemicals in the above·referenced HED document, it can be 
reasonably concluded that no further acute toxicity data is needed for the registration of 
technical grade benzoic add. (This, however, does not apply to future registrations of 
formulations or dilutions, which will need to be supported by their own product-specific data or 
by cited data conducted on similar products.) Concerns about data gaps"- acute dermal and 
acute inhalation toxicity~~ for sodium benzoate are allayed by the availability of such data for 
benzoic acid itself. Additionally, the above-cited data support in general appears consistent 
with Information cited in Hazardous Substances Data Bank and elsewhere regarding these 
chemicals' effects in humans. 

The acute Toxicity Categories listed in the above~referenced HED document for benzoic acid are 
as follows: 

Acute oral toxicity 
Acute dermal tax. 
Acute inhalation tax. 
Eye irritation 
Skin irritation 
Skin sensitization 

Ill 
lll (as worst case based on a limit test) 
IV 
I 
Ill 
Non~sensitizing 

Based on the above acute Toxicity Categories, the proposed product label (version "12]1/2004 
Draft'') should be revised in accordance with the Label Review Manual as follows: 

2 
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L Change the signal word "CAUTION" to read "DANGER". 

2. Add the statement "Harmful if absorbed through skin" (or add "if absorbed through 
skin" to the "Harmful if swallowed" sentence). 

The term "Corrosive" need not be required on the 1abel1 since benzoic add does not appear to 
be corrosive to the eye. (References: 
http://www .inchem .org/ d ocument;;L cica ds/cicads/ cica d26. htm, http: 1/toxnet.nlm. nih .gov I cgi
bin/si$/search/f?./tempt~ws8XTG:l .) 

The applicant-proposed If Swallowed portion of the First Aid section includes the statement "Do 
not give any liquid to the person." Whereas1 the usual statement as per the Label Review 
Manual is "Have person sip a glass of water if able to swallow." However1 the applicant may 
use the proposed statement if the applicant considers it medically preferable. 

Products placed in Toxicity Category I for eye irritation must normally Include the following 
"Note to Physician" statment near the First Aid section: "Probable mucosal damage may 
contraindicate the use of gastric lavage." However, mucosal damage from benzoic acid is not 
expected, and the statement need not be required in this case unless the applicant considers It 
appropriate . 

3 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

September 
t\ugust 29, 2003 

MEMORAN()UM 

OFFICE OF 
PREVEiffiON. PESTlC!OESANO 

TOXIC SU8S1ANCES 

SUBJECT: Tolerance Reassessment Decisions Completed by the Lower Toxicily Pesticide 
Chemical Focus Group 

FROM: 

TO: 

Peter Caulkins, Associate Director 
Registration Division 

Richard Kci}:,rwin, Acting Associate Director 
Special Review and Reregistration Division 

Please lind attached the Focus Group Decision Document for benzoic acid and its sodium 
salt. The four tolerance excmplions for these chemicals in 40 CFR 180.100 I arc rca.~scsscd. 

If you have any comments or questions. please conlact Kathryn Boyle at 703-305~6304. 

Attachments {I) 

Page I of 17 
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UNllED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

September 27, 2003 

MEMORANDUM 

FROM: 

TO: 

SUJ3JECT: 

Kathryn Boyle, Chair 
Lower Toxicity Pesticide Chemical Focus Group 
Registration Divisi011 

Susan Lewis, Acting Chief 
Minor Usc. lnerts, and Emergency Response Branch 
Registration Division 

Recommendation for Tolerance Reassessment 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOX~C SUBSTANCES 

The attached science assessment discusses the toxicity of benzoic acid and iL'> sodium, 
potassium, calcium, ammonium, and magnesium salts. Based on the rapid metabolism and 
excretion of these chemicals, and the existing assessments, a qualitative assessment was 
performed. 

Based on its review nnd t:va)uation of the available infom1ation, EPA conclude-s that then: 
is a reasonable certainty that no hann will result to the general population, and to infants and 
children from aggregate exposure to residues of benzoic acid and its sodium, potassium, calcium, 
ammonium, and magnesium salts from their uses as inert ingredient::> in pesticide products. The 
benzoic acid exemptions from the requirement or a tolerance as established in 40 CFR 180.100 I 
(c) and (e) and the sodium benzoate exemptions from the rcquircment of a tolerance us 
established in 40 CFR 180.100 I (c) and (e) arc reassessed. Based 011 their rapid metabolism and 
excretion and the available information <lll acute toxicity, sodium. powssium, calcium, 
amm01Uum, and magnesium benzoate are reclassified as List 4A Benzoic acid is classified as 
List 43 based on severe eye irritatiou (Toxicity Category 1). 

Page 2 of 17 
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September 25, 2003 

Memorandum 

• Subject: 

From: 

• 
Through: 

To: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

Bcnmic Acid and Benzoate salts: Health Effects Division Science 
Assessment Document for Tolerance Rca.<;sessmcnL 

CAS No.: 65-85-0 
532-32-1 
582-25-2 
2090-05-3 
1863-63-4 
563-70-8 

Chemical Class: 

Elissa Reaves. Toxicologist 
Reregistration Branch 2 

(benzoic acid) 
(sodium bcn:tDate) 
(potassium benzoate) 
(calcium benzoate) 
(ammonium benzoate) 
(mabrncsium benzoate) 

benzoates 

Health Effects Divi::.ion (7509C) 

Pauline Wagner, Branch Chief 
Reregistration Branch 2 
llealth Effects Division (7509C) 

Lower Toxicity Pesticide Chemical Focus Group 
Kathryn Boyle, Chair 
Registration Division (7505C) 

Page3of I? 
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Background: 

Attached is the Lower Toxicity Pesticide Chemicals Focus Group's science assessment 
for benzoic acid, sodium benzoate, and otlter salts or benzoic acid. This assessment summarizes 
available information on the usc, physicalfchcmical properties, toxicological effects, :md 
exposure profile of these benzoate salts. In performing this assessment, EPA has utilized reviews 
previously perfonncd by EPA and FDA and relied on peer~rcviewcd evaluations perfom1cd by 
the Cosmetic Ingredient Rcvicw(CIR) and FAO/WHO. 

I. Executive Summary: 

Benzoic acid, also called bcnzenccnrboxylic acid, occurs naturally in certain foods such 
as raspberries, cranberries, pnmcs, cimtamon, ripe cloves, plums, tea, anise. and oil of lovage; 
with most berries containing about 0.05 percent. Benzoic acid and sodium benzoate haw been 
used for decades in pharmaceuticals, as a pH adjustor and/nr preservative in cosmetics, bath and 
beauty products, and as preservatives/ antimicrobial agents in foods and beverages. Less is 
knO\m about the other salt forms of benzoic acid (an1monium. calcium, magnesium, and 
potassium). However. it was considered that data gaps for one benzoate salt could be adequately 
addressed by the existing data for the other benzoate compounds. Benzoic acid und its salts are 
mpidly absorhcd by mammals, conjugated with glycine, ;md rapidly excreted in the urine as 
hippuric acid. There is no reported accumulation ofbem:oate in the body. Hov .. ·ever, the ability 
to conjugate benzoic acid depends upon adequate liver function and nutJitional ::.11pply of glycine. 

Toxicological effects from exposure to benzoate solids documented in various websites 
and from open literature studies include irritacion to the nose and throat, slight to moderate 
irritation to the skiu, and irritation to the eyes. The benzoatcs were recognized to produce 
nonimmunologic contact reaction, but il was not determined whether the reactions were 
histamine or prostaglandin mediated. Dermal sensitization, photo toxicity, and 
photoscnsiti:t.at(on studies were ncgati ve. 

The nvailable ecotoxicity data fix be11%0ic acid and the bem:oate salts indicate that these 
compounds are expected to be readily biodegradable in the environment, arc of 10\V toxicity to 
fish and other aquatic organisms, mammals, and birds. EPA believes that benzoic and the 
benzoate snits will not cause unreasonable adverse effects on the environment. 

Based on available information on benzoic acid aud benzoate salts, their natural 
occurrence in berries, their expected use patterns, their safe history of usc as food additives, their 
extensive use in cosmetics and hath products, and their low toxicity, the Health Effects Division 
(HED) hus detcnnined that a quantitative risk assessmenl is not warrontcd for lhese compounds. 

II. Use Jnfonnation: 

The tolerance exemptions being reassessed in this doclllnent, the 40 CFR location ofthc 
established tolerance exemption, and the wo;c pattem as an inert or active ingredient are listed in 
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Table I. 

Table 1. Use Pattern (pesticidal-inert ingredient) 

Chern leal Name PC Code 40 CFR 180.1001 lncrl Use Pattern Current Inert 
0 (Pesticidal) List* 

Bc1ttoic Acid 809101 (e)(e) P/CUrvl!liv.:: lbr f;mnulala:ms 43 

Sodium Beuzoatc 809103 (c) (e) anhcakiug; agent ~labiil~tl. 4B 
pr~~crvw.ive 

Polassiumlltli7.0Ute 709103 non-food only .. 

Calcium Den:tOale 900653 uon-food ouly 3 

Ammouium Beuzoatc 809099 non-fOod only 3 

Magnesiwn Benzoate 900323 non-food only J 
. . ORestducs listed in sect JOn (c) of 40 CFR 180JDOJ arc exempted from a tolcnmce when used as mert mgredJenls 111 

pcsiicide ftmnuhuions when applied to growing crops or to raw agricuhural commodiiies after harvest; residues 
listed in section (e) of 40 CFR ISO. !001 arc exempted frum a Iolcrancc when used as inert ingredicnls in pesticide 
formulalions applied Io animals. 
"Inert ingredients are categorized into four lists as described in the 52 FR 13305, Inert Ingredients ill Peslidde 
Prodllcls Policy Statement List 3 includes inert ingredienls ofunkJuJwn toxicity. Inert ingredients on this list have 
not yet been determined 10 be or minimal COllCcm. Lis! 4 are in~.:n ingredients or mioimal concem and atf.,• 
subdivided into 4A (minimal risk inert ingredients) and 4B (inert ingredienls willt sufficieni data ro substamiaie safe 
use in pcsiidde products). 
NA No! available 

According to the OPPIN database, both benzoic ncid and sodium benzoate also have 
active ingredient PC Codes, 009101 and 009103, respectively. There are no active or pending 
registratiuns for bcnzuic acid ao; an active ingredient, and only nne actlve registration for sodium 
benzoate. 

Use Pattem (nort-pesticidal): 

e Denzpic Acjd: Benzoic acid is gcncmlly recognized as safe (GRAS) by the U.S. FDA 
when t1sed as an antimicrobial and flavoring agent and adjuvant (21 CFR 184.1021 ). The 
ingredient is used in food levels not to exceed good manufacturing practice with a maximum 
usage level ofO.l% in food. Benzoic acid and sodium benzoate arc also used as a preservative in 
cosmetic fomm1arions with the majority of both ingredients used at <1% (Anderson 200 I). 
Benzoic acid and sodium benzoate are both also used a.'> a pil adjustor and/or preservative in bath 
and body products, and in pharmaceuticals. The major outlet (75%) for the production of 
benzoic acid is as a chemical intermediate in tltc production of phenoL Other uses of benzoic 
acid not specifically regulated includes the usc in paints, varnishes, solvents, cleaning and 
washing agents, photo chemic-als and anlifi-ecze agents. 

1'lte Agency notes tltat benzoic acid is included {)n the Agency's list of chemicals 
included in the High Production Volume (HPV) Challenge Program. HPV chemicals are lhosc 
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that arc manufactured or imported into the Uuited States in volumes greater than one mUlion 
pounds per year. There are approximately 3,000 HPV chemicals that arc produced or imported 
into the United States. The HPV Challenge Program is a voluntary part11ership between industry, 
environmental groups. and the EPA which invites chemical manufacturers and importers to 
provide basic hw.ard data on the HPV chemicals they produce/import. l11c goal of this program 
is to facilitate the public's righHo~know about the potential hazards of chemicals found in their 
environment, their homes, their workplace, and in consumer products. 

Sodium Benzqate: Sodium benzoate is generally recognized as safe by the U.S. FDA 
when used as an antimicrobial and flavoring agent and adjuvant (21 CFR 184.1733). The 
in&,rredient is WiCd in food at levels not to exceed good manufilcturing practice with u maximwn 
tL<>age level of 0.1% in food. The Cosmetic Ingredient Review {ClR) Expert Panel concluded that 
benzoic add and sodium benzoate could be used safely in cosmetic formulations at 
concentrations up to 5% (Anderson 200 I). Sodium benzoate is mainly prodw.:ed for usc as a 
preservative in food and beverages (60%) and is also important for use in cooling liquids (10%). 
The usc of sodium benzoate in paint strippers is limited to uses in industrial settings. Other uses 
of sodium benzoate may include the use in paints, varnishes, solvents, cleaning and washing 
agents, photo chemicals, and antifreeze agents. The Agency notes that sodium benzoate is 
included on the HPV Challenge Program. 

Ammonium Benzoate (Benzoic Acid NHh}: Anunonium benzoate is regulated by the 
U.S. FDA as an indirect 10od additive for the limited use as a preservative component of 
adhesives (21 CFR 175.1 05). Ammonium benzoate is also reported as an industrial preservative 
for paper wrappers aJld as an agent for reducing curing time in vulcanization of rubber. 
Ammonium benzoate is not curreutly being sponsored; however, it is within the scope of the 
J-JPV Challenge Program and is currently 11vailable for sponsorship. 

Ill. Physical/Chemical Properties: 

T I ? Ph . J/Ch . I P a 1lc -· VS!Ca , emtca 'ropertles. 

Benzoic Add Sodium Benzoate* Benzoic Acid NHJ..-

Physical State white solid \Vhitc solid white solid 

Molecular Formula C,ll,COOH C6H~C00Na+ C,H,COONH,, 

Molecular \Vcight (Da) 122.12 144.11 139.16 

Melting Point °C 122.4 330.6 198 

Water Solubllity insoluble snluble soluble 

Density (g/cm3
) 1.2659 1.44 1.260 

* Dat.n tor magnesmm benzoa1e, potassmm benzoate or caktum ben.zonte arc expeclcd 10 be :>!ltHlnr to sodwm 
benzoate. 
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Calcium BenzoalD 

IV. Hazard Assessment 

U
COO-NH4+ 

"" 
-"' 

Ammonium Bon:wate Elenxoic Acid Mg~ + 

T bl a e 3. s Ullllnarv o f Acute 'l'oxicttY D ata on B enzotc Actd an d ' Sodium Benzoate. 

Benzoic Add Sodium Benzoate 

Test Sped e.<> R.rumlls Category Species Result~ 

Oral LD511 "'' 2565 mg!kg Ill mt 3140 mg/kg 

Dermal LD:ro rabbit >:2000 mg./kg Ill 110 data 

Iubalatiun LC50 "'' >t2.2 mg/114h. IV no data 

Eye Irrilation rabbit severe inilmion I rabbi! slighlly irritating 

Dermal rabbit non to slightly Ill rabbil non-irritating 
Irritation irrila!ing 

Dermal guinea not sensitizing Not human nonimmunologic 
Scnsiti7.ati~m pig applicable contact urticaria 

Category 

Ill 

lll 

IV 

Not 
applicable 

A. Toxicological Profile: The general e1Tects of exposure to benzoic acid and sodium 
benzoate or its salts include nose and throat irritation if inhaled, as well as slight skin and severe 
eye irritation. Benzoic acid and the benzoate salts arc rapidly metabolized and excreted, do not 
bioaccumulate. and have lo\v toxicity after acute <111d repeated exposures. Early hmHan 
consumption studies indicated no externally visible effecls from ingesting 0.5 to 1.0 glday of 
benzoic acid for 44 consecutive days or fOr 82/86 or 88/92 days (Gerlach 1909; as cited in 
USEPAIRJS). Assuming a human body weight of70 kg, this corresponds to a dose of 14 
mglkg/day of benzoic acid. In anotlter early study (1909), men who drank from 1 to 2.5 liters of 
apple juice containing 0.1 percent sodium benzoate complained of burning taste, headache, 
nausea and vomiting, itching of the skin, sweating, constipation and albuminu.ria. However, 
massive doses of sodium benzoate (25-60 g pt:r day) were given to rheumatic patients without 
producing any hannful effects (FDA 1973). Adverse etrects in 

humans c::-rco,H (YI ~ COO-Na+ GYI ~ CoO-K· 
given an oral ~ V 0 

Bento;c Acid Sodium Benzoe.lo Pottlssium Flrmzoale 
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bolus dose of less than or equal to I. 75 g!day of benz(lic acid over a 20-day period include 
observed irritation, discomfort, weakness, and malaise (Wiley and Bigelow 1908: as clted in 
USEPA IRIS). 

The oral LD5Ci for ben'l..oic acid is 1,520 mg for the rabbit and 2,000 mg for the cat and 
dog. The lethal dose for benzoic acid in sheep is estimated to be l ,000 mg!kg (FDA 1973). 

A chronic oral dose of 40 mg/kg!day of benzoic acid lOr 17 months was associated with 
decreased rcsistnncc to stress in mice and possibly v.ith reduced food and water intake in rats 
a!lcr 18 months. However, another study reported by the same laborntnry indicated SO 
mglkg/day in rats for 18 months was not associated with adverse ellCcts on body weight, 
survi\'<tl, or gross or microscopic pathology (Shtcnbcrg and Ignat'cr 1970; I gnat' cr 1965; us cited 
in USEPA IRIS). Other long-tcn11 dietary studies showed decreased IOod intake and body weig:ht 
in rats red 1.5% benzoic acid (750 rng/kg/day). A reduced dose of I .0% benrAJic acid in the diet 
(50 mg/kg/day) did not prod11Ce signs of toxicity or adverse reproductive effects (Marquardt 
!960; as cited in USEPA IRIS). 

e No positive results have been reported for benzoic acid or sodimn benzoate when tested 

• 

for mutagenicity or genoloxlcity in prokaryotes. eukaryotcs, ru1d several mammalian test systems 
(McCann et aL, 1975; Litton Bionetic.", Inc., 1975 and 1975; Oikuwa ct aL, J 980; as cited in 
USEPA IRIS). 

B. Cations: Ammonium, Calcium, Magnesium, Potassium< :md Sodium: 

Calcium: The human body burden of calcium is approximately I kg for a 70 kg aduh; 
thus, I !70th of our weight is calcium. The calcium cation is necessary for bone and teeth 
formation. It is also important to the proper functioning of nerves, em-;ymcs, and muscles. and 
plays a role in blood cloning and the mainten<mce or cell membranes. The recommended daily 
allowances (RDAs) for calcium are I 000 mg/duy for adults aged 19 to 50 years, and 1200 mg/day 
for individuals older than 50 years . 

Mygnesium: The human body burden of m~gnesiwn is approximately 20 g for a 70 kg 
adult. The magnesium cation is also used in building bones. It plays a role in releasing energy· 
from muscles and re&'Uiating body temperature. The RDA is 3 to to 320 mg!day f()f adult 
!i!malcs, and 400 lo 420 mg/day for adult males. with the RDA increasing with increasing age. 

Potassium: The human body burden of potassium is approximately 140 g for a 70 kg 
adult. The potassium calion is imp011ant in regulating blood pressure, regulating cdlular water 
content, maintaining proper pH balance, and transmission of nerve imp11lses. It helps to regulate 
the electrical activity ofthe heart and musdcs. The pota'isium RDA is 900 mg/day. 

Sodium: Tl1e human body burden of sodium is approximately 20 g for a 70 kg adult. The 
sodium cation is necessary for the nerves nnd muscles to function properly. It is the principal 
cation of ex~raccllular fluid, and helps to maintain the body's water balance. These electrolytes, 
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the electrically charged ions in the body Ooids, consist to a great extent or sodium and potassium. 
There is no Recommended Daily Allowance (RDA) for sodium. 

C. Ammonium Salt: 

Ammonium salts dissociutetothe negatively charged anion and the positively charged 
ammonium cation (NH4). Humans cannot convert atmospheric nitrogen to any form that can be 
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH4 -)Ita~ to 
enter the body from an outside source. These sources are the nitrogen~containing amino acids in 
protein \\'hich are consmued daily as part of the diet. Although the human body can produce 
some amino acids, ten amino acids are considered ·~essential" amino acids, i.e., they must be 
consumed in the diet. 

Generally the body works to maintain a balance of nitrogen intake and nitrogen excretion. 
lbe estimated daily ammonia intake through food and drinking water is 18 mg. In contmst, 4000 
mg of ammonia per day are produced endogenously in the human intestine. 

e Ammonia and the ammonium ion are integr-t~l components of normallnumm metabolic 

• 

processes. Ammonia is released fi>llowing dcamination that occurs when protein is used by the 
body for energy production. The liver converts ammonia via the urea cycle into urea. According 
to FDA in the "Evaluation of the Health Aspects of Certain Anunoniwu Salts as Food 
Jngredients" (1974), "the normal liver so readily detoxifies ammonium iou from alimentary 
source_<; that blood concentrations of ammonium salts do uot rise to the levels necessary to evoke 
toxic response." Approximately 80% of the body's excess nitrogen is eliminated through the 
kidneys a<; urea, approximately 25 to 30 grams per day. 

D. Special Considerations for Infants and Childri;n 

Given the wide spread occurrence ofbcnzoates in the food supply, the amolmt of 
benzoatcs that can be applied to food as a result of its use in a pesticide product should nol 
si&'llillcantly iucrcase the existing amounts in the food supply. Oral doses of sodium henzoa1c 
appeared to have no maternal toxicity, fetal toxicity, or teratogenicity in mice, rats, hamsters, or 
rabbits with the highest doses tested being 175.0 mglkglday in mice and rats, 300.0 mg/kgfday in 
hamsters, and 250.0 mg/kglday in rabbits (FDRL 1972; as cited in USEPA JRJS). 

However, there is some concern that low birth weight or premature infants with immature 
livers can experience adverse effects when administered benzoic acid or benzoate salts. Tnfants 
wilh immature livers may not be capable of metabolizing benzoate. It was suggested that a 
combination of sodium benzoate and sodium phenylacctate not be administered to low birth 
weight infants unless the benefits outweigh the risks (AMA 1991; USP Dl 1992, as cited in 
TOXNET). 

EPA believes there would be a very low exposure of prematllfe or very young intl::mt.s to 
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benzoutcs. First, premature or very young infants ingest only formula or breast milk. (It is 
generally recommended that infants not consume solid food until 4 to 6 months of age.) 
Regulation of infant formulas is under the purview of the FDA. (\\'v.w.Ji:l~ tM·IJlJ,.cJfc:m;n:«596 hmhyhtm1)_ 

Bcnr.oic acid and sodium benzoate arc generally recognized as safe (GRAS) under 21 CFR 
184.1021 and 184.1733, respectively. Therefore, infants consuming only infant formula or breast 
milk would be exposed to very low amounts ofbcnzoatcs. Second, even if a young infant were 
to be fed some solid food, given the characteristics of benzoic acid and benzoate salts. residues 
arc not likely to be present above naturally occurring concentrations. As discussed below 
(section 7) the bcnzoa1es are readily biodegradable. It is not likely to be taken up by plants. 

Once past this several month lime·pcriod, there is no longer a concem for potential 
sensitivity to infants and children. Older infants, like adults, process ben:.-_oates through well 
understood metabolic patltways. A safety factor analysis has not been used to assess the risk. 
For the same rca~ons the additional tcnlbld safety faclor is unnecessary. 

V. Exposure Assessment 

Benzoic acid and sodium benzoate have been used for decades in phammceuticals, 
cosmetics and! or in food as preservatives and flavoring/fragrance agents. According to 
infonnation in Product Registers the substances arc also used in different kinds of products, such 
as in paints, varnishes, solvents, cleaning and washing agents, photo chemicals. and anti freeze 
agents, Benzoic acid and sodium benzoate both have the status •<generally recogni.?_.ed as safe" 
(GRAS) by the U.S. FDA An estimated daily food input of benzoate by the U.S. EPA was 278 
mg as sodium benzoate and 34 mg as benzoic acid. (USEPA 1987; as cited in USEPA IRIS). In 
1983, the Joint Expert Committee on Food Additives (JEFCA) of the World Health Organization 
(WHO) established a group acceptable daily intake (ADI) for benzoic acid and its salt of5 mg!kg 
body weight. This group ADI is based on the s1ructural similarity and common metabolic fate of 
these chemicals (\VHO 1997). 

The National Research Council subcommittee also provided a possible daily human 
intake of benzoic acid and sodium benznute in the total diet based on a comprehensive survey . 
The following table summarizes the possible daily intake for individuals in various age groups 
(FDA 1973). 

T bl 4 P .bl d ·1 . k a e .. OSSI e auy mta ·e 

To!<lllnlake mg mg/ kilogram of body weight* 

Ben7.oic Add Sodium Benzoate Benzoic Acid Sndium Benzoate 

Age group Avg. Max. Avg. Ma.x Avg. Max. Avg. Mn.x. 

0-5 mos. 0.6 I 10 21 .I .2 2 4 

6-11 mos. 6 21 lit 313 .s 2.6 14 39 

12-23 mos. 16 46 188 404 1.4 42 17 37 
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2-65+ yrs. 34 87 328 669 0.6 ! .4 5.5 I II 

~ Calculalions based on an avemgc weight of60 kg for an adult and lhc following estimaled weig.lus ofinf:mis by 
age groups: O-S mos., 5 kg; 6-11 mos., 8 kg; and 12-23 mos., 11 kg, 

It should also be noted that the NRC subcommittee stated the calculations of benzoate 
intakes are likely over stated, possibly by considerable margins. The Select Committee regarded 
the figure.." given in the table as levels that would unlikely be consumed by any of the age groups. 
Fie,>ures in the table were considered to be generous overestimates of the benzoic acid and sodium 
benzoate content of the human diet (FDA 1973). 

The worldwide production capacity for benzoic acid is estimated at 700 kt. The major 
outlet (75% or 525 kt) for benzoic acid is for the production of phenol, which in turn is mainly 
used to produce caprolactam. The next biggest outlet is as a feedstock for sodium benzoate (1 0% 
or 70 k--t) and (;hemical synthesis of plasticizers (5% or 35 k1). So, benzoic acid is mainly used in 
controlled industrial settings. 

The worldwide production of sodium benzoate is estimated at I 00 kL The majur use for 
sodium benzoate is as a preservative in food and beverages (60% or 60 kt). The second most 
important market for sodium benzoate is for cooling liquids (I 0% or 10 kt). Like sodium 
benzoate, potassium benzoate is used nminly as a preservative in nonakoholic beverages with an 
estimated worldwide production capacity of only 7 kt. Ammonium ben:.r.ollte is approved only as 
an indirect food additive for use only as component of adhesives (21 CFR 175.105). No 
production estimates could be determined for ammonimn benzoate or auy of the other benzoate 
salts. 

The tL<>e of benzoic acid 1md sodium benzoate in pesticide products as inert inbrredicnts is 
expected to result in much lower exposure than the FDA-regulated use of these compounds, as 
well as lower exposure than in the avemge daily intake ofbcnzoates. Therefore, a quantitative 
screening~lcvcl exposure assessment has not been conducted. 

VL Risk Characterization 

Benzoic acid is a naturally occurrlng compound found in berries and other foods. As 
previously discussed in this document, there arc many FDA approved uses for benzoic ncid and 
the benf.oate salts. Residues from the pesticide uses of the bcnzoates arc not likely to greatly 
contribute to the levels already approximated as the average daily iutake. 

As noted prcviott"ly, three of the bcnzoates assessed in this dociUnent, benzoic acid, 
sodium benzoute, and ammonium benzoate, arc included on the Agency's list uf chemicals 
included in the I Iigh Production Volume (HPV) Chnllcngc Program. HPV chemicals are lhose 
that arc manufactured or imported into the United States in volumes greater than one million 
pounds per year. There are upproximatcly 3,000 HPV chemicals that are produced or imported 
into the United States. The HPV ChnJlcngc Program is a voluntnry partnership between industry, 
environmental J:,rroups, and the EPA which invites chemical manufacturers and importers to 
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provide basic hazard data on the HPV chemicals they produce/import. The goal of this program 
is to facilitate the public's right·to-know about the potential hazards of chemicals fOund in their 
enviroruncnt, their homes, their vmrkplace, and in consumer prod11cts. Based on the available 
toxicity data (Or the bcnzoatcs, the Agency feels confident in proceeding with this tolerance 
reassessment decision. Any submission of data by sponsors of benzoic acid, sodium benzoate, 
and ammonlum ben7nale as part ofthcHPV Challenge Program may, in the future, be 11sed by 
OPP to revise or update their tolerance reassessment decision for these benzoatcs as deemed 
necessary and appropriate. 

Taking into consideration all available infom1ation on benzoic acid, sodium benzoale, 
and the other sails ofbenzoalc, including the FDA's designation of GRAS for benzoic acid and 
sodium benzoate, a.:; preservatives/antimicrobial agents in fOods and beverages, the historical usc 
ofbem:oic acid and sodium benzoate in pharmaceuticals, cosmetics, as well as the natural 
presence of benzoic acid in berries, the usc of ammonium benzoate as a preservative in adhesive 
components in foods, the use of benzoic acid and the benzoate salls as inert ingredients in 
pesticide formuhnions are unlikely to pose a significant hazard to the general public or any 
population subgroup. 'l"hcrcfore, HED is conducting a qualilalivc approach to assessing lnunan 
health risks from exposure lo benzoates. 

VII. Environmental Fate!Ecotoxicity/Drinking Water Considerations: 

The envimnmental fate and occurrence of benzoic acid has been \\'ell studied. The 
Hazardous Substances Dalabase {HSDB) (v.'\\.'W.loxnel.nlm.nih.gcw) contains extensive summaries of 
the environmental fate of benzoic add. In addition, HSDB information has been supplemented 
with predictive modeling based on structure activity relationships. For this analysis, sodium, 
potassium calchnn, and magnesium salts were considered equivalent with re::~pect to their 
environmental fate and ecotoxicity. Slight differences in physical-chemical properties were 
observed, but are not expected to impact their behavior or toxicity in the environment. Benzoic 
acid and the ammonium salt of benzoic ucid were addressed separately. 

Table l provides key fate and chemical properties for benzoic acid and representative 
molecules of the sal Is. With a pKa of 4.204, benzoic acid "viii dissociate to fom1 an anion at 
envirotm1ental pH up to the limits of its solubility. The benzoate salts are highly water soluble 
and readily dissociate iuto the anion (benzoic acid) and cation {sodhnn, potassium, calcium, 
magnesium and ammonium ion). Thus, the envinmmenlal tate and effects of the benzoic acid 
salts are closely related to thal of benzoic acid, and lhe free cation. 

Ta b le l. Properties an dE 1 nvrronmcnta: IF ate o fB s enzo c Acid and Selected. 'alts 

Property BcnwicAdd Sodium Denzoa:te Deuzoic Acid, Ammonium 
Salt 

Water Soh1bility {mgfl.) 3400(M) 5.56EOS (M) >i.GE06{E) 
@25C 
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Vapor Pressure mm Hg 7E-D4 (M) 3.67E-09 (E) 2.65E-07 (E) 
@25C 

Henry's Law Coefficien! J.SE-08 (M) 1.09&07 (E} 5.2E-l6 (E} 
(alm-m3fmole} 

Biodegradation Primary: hours-days Primary: hours-days Primary: hours~days 
Ultinm1e: days-weeks llhimute: days-weeks Ul!imalc: days~weeks 

Log K.,w 1.87 (M) -2.27 (E) -1.33 (E) 

K,, (mUg) 14 (E) 14 (E) 99 

Hydrolyllis Half-life @pl-I No hydrolizable No hydrolizable 52 days 
7 (days) functional groups fimclional groups 

M. Mca.~ured; E: Esllmnted 

Based on low Kl)cs and log ~ ... ,.s, benzoic acid and its salt are classified as highly mobile 
in soil (McCall). Volatilization from water would be minimal, based on both benzoic acid and 
the salts' low Henry's Law constant. All compounds have a low potential to volatilize from soil e surfaces, based on vapor pressures ofless than 1 X 10'.1 mm Hg. 

• 

The biodegradability of benzoic acid has been extensively studied and are expected to be 
readily biodegradable in the environment. Using both unacclimated and acclimated sludge 
inoculwns, benzoic acid degraded \\1th half-lives ofless than approximately 5 days. In most all 
cases~ ncar complete mineralization occllJTCd in under 10 days, In soil inoculwns, benzoic acid 
exhibited a half-life for mineralization of 4.5 hours. In a second study, complete mineralization 
occurred in one day. Benzoic acid degraded in a polluted river water in 0.85 days and in 
reservoir water itt 3.6 days. Dcgrad~tion appears to be concenrration dependent, with lo\V 
concentrations, less than 1 ppb, mineralizing in eutrophic and oligotrophic lake \Vater in under 7 
days. Overall half-lives in unacclimated and acclimated systems ranges from hours to days for 
primary degradation and hours to weeks for ultimate (mineralization) degradation. 

In an acidic soil, benzoic acid mineralized up to 80 percent in less than 12 weeks. The 
same experiment in a neutral soil resulted in approximately 70 percent mineralized in 12 weeks. 
Anaerobically, more than 75 percent of benzoic acid miner.:tlit.es: when incubated for 8 weeks 
using sludge from a secondary digester. In several other experiments using sewage sludge 
inoculums, benzoic acid mineralized >90 percent iu as little as 7 to 18 days. ln a st\!dy using 
anoxic sediment from a hypereutrophie Jake in Kalamazoo. Ml, benzoic acid de&'Taded 
completely (methane and C01) in one week. 

Due to the laek of hydrolyzable functional groups, abiotic degradation of benzoic acid 
and the salts of benzoate would not be expected to be an hnpo1iant fate process. However, the 
ammonil1m salt would hydrolyze in neutral to alkaline environments from 5 days at pi-I 8 to 52 
days at pH 7. Benzoic acid is expected to photolyze based on UV adsorption at 31 Onm. 
Available data indicate that I 0.2 percent photolyzes tn approximately 17 hours. 
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lf any of these compounds were to enter the atmosphere, it is expected to exist solely as n 
vapor. Vapor-phase benzoic acid would be readily degraded in the atmosphere by reaction with 
pbotochemically~produccd hydroxyl raclides with an estimated half-life of& days. 

Estimated toxicity (J\.1cylan, 1998) indicates benz-Oic acid is the most toxic of l11e 
substances reviewed in this assessment. Table 2 lists the estimated toxicity for several species. 
Green algae and fish are among the most sensitive species based on predictive modeling for acute 
and chronic endpoints for all compounds. Based on the environmental fate profile of benzoic 
acid and its salts, exposures lfom labels uses arc unlikely to reach concentrations necessary to 
elicit effects in aquatic organisms. Using laboratory rat data as a surrogate for terrestrial \Vild 
mammals and birds. benzoic acid and its salts do nut appear to be very toxic and adverse effects 
from labeled uses is not expected. 

Table 2. Ecoto.xicity of Benzoic Acid ami Selected Salts 

Property Benzoic Acid Sodium Benmate Benzoic Acid, 
Ammonium Salt 

Fish {96-h LC~l; mg/L) !200 >I.OEOG !.4E05 

Daphnid (48-h LC.o; mglL) 1214 8.8£05 !.2!205 

Green Algae (96-h EC"',: mgiL) 790 4.3E05 6tt72 

Fish (30-dny Chronic; mglL) ! 5! 71380 !0486 

Fis;h (SW) {96-h LC~,; mg/L) 258 32047 6374 

Mysid Shrimp (96-h LCM; mg_1L) 380 >!.OE06 4.JE05 

Green Algae (96-h Chronic; mg.iL) 73 3M6 893 

Eanhwonn (14-day LCw; mgtKg 8238 !83!7 908! 
drywl.) 

Detections of benzoic acid in surface water have been extensively reponed, but not 
quantified. In ground water, concentrations of <0. 1 ppb lmvc been reported for areas without 
kno\vn sources of potential contamination such as landfills, wood preserving facilities, and 
petroleum operations. Benzoic acid has been detected in the particulate rraction of rain and 
snow. In drinking water, concentrations of up to 15 ppm in the tap water ofOtmmva, IA was 
reported, but \Vas not detected in water from utilities in Seattle, Philadelphia. or Cincinnati. 
Benzoic acid has been detected, but not quantified, in other drinking water monitoring studies, 
domestically and internationally. Overall, and \"lith few exc-eptions, concentrations of benzoic 
acid in ambient and drinking wntcr is expected to be in the low ppb range. 

VIII. Cumulative Exposure: 
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Section 408(b)(2)(D)(v) of the FFDCA requires that, when considering whether to 
establish, modify, or revoke a tolerance, the Agency consider "available infonnation" conceming 
the cumulative effects of a particular pesticide's residues and "other substances that have a 
C()mmon mechanism ()ftoxicity." 

EPA docs not have, at this time, available data to detemtinc whether benzoic acid or the 
benzoate salts have a common mechanism ol'loxicity with other substances. Unlike otlter 
pesticides for which EPA has followed a cumulative risk approach based on a common 
mechanism of toxicity, EPA has not made n cnmmon mechanism of toxicity finding as to 
benzoic acid or the benzoate salts and any other substances and be-nzoic acid or tlte benzoate salts 
do no appear to produce a toxic metabolite produced by other subsJances. For the purposes of 
this tolerance action, therefore, EPA ha.'i not as~llmcd that benzoic acid or the benzoate salts have 
a common mechanism of toxicity with other ~1thstances. For information regarding EPA's 
efforts to dctennine which chemicals have a common mechanism of toxicity and to evaluate the 
cumulative effects of such chemicals, see the policy statements released by EPA's Office or 
Pesticide Programs concerning common mcch<mism determinations and procedures for 
cumulating cftCcts !Tom substances found to have a common mechanism on EPA's website at 
http:/ hvww. epa. g ov/ pest icides/cuuntlative/. 
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Kathryn Boyla/DCfUSEPNUS To Tracy LaniZ/DCfUSEPAIUS@EPA 

11122/2005 09:49AM 
bee 

Subject be:nzoates 

Tracy-

lv~as asked to send to you the document that was prepared on benzoic acid and its various salts. This 
document was the basis of the tolerance reasessment for the existing exemptions for benzoic acid and 
sodium benzoate. it will also be used ln the near future to establish tolerance exemptions for the other 
salts which are now list 4A 

l TPC.Benzoic Acid.CO!l'bo_wpd 

Kathryn Boyle 
Inert Ingredient Assessment Branch 
Registration Division 
Office of Pesticide Programs 
703-305-6304 
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UNJTEQ STAfES ENVIRONMENTAL PROTECTJON AGENCY 
WASHINGTON. D.C. 20460 

September 
At1gust 29, 2003 

MEMORANDVM 

OFFICE OF 
PR.€VEJlnON, PESTICIDES ANO 

TO)(JC SU8SfANCE& 

SUBJECT: Tolerance Reassessment Decisions Completed by the Lower Toxicity Pesticide 
Chemical Focus Group 

FROM: 

TO: 

Peter Caulkins. As5ociatc Director 
Registration Division 

Richard Kcigwiu, Acting Associate Director 
Special Review and Reregistration Division 

Please find attached the Focus Group Decision Document for benzoic acid and its sodium 
salt. The four tolerance exemptions for these chemicals in 40 CFR 180.1001 arc reassessed. 

[f you have any cou1mcnts or questions, please contact Kathryn Boyle at 703-305·6304. 

Attachments (I) 
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UNITED STATES ENVIRONMENTAl PROTECTION AGENCY 
WASHINGTON, D.C. 204£0 

OfFICE OF 
PREVENTION, PESiiCIDES AND 

TOXIC GtJ[lSlANCES 

September 27, 2003 

MEMORANDUM 

FROM: 

TO: 

SUilJECT: 

Kathryn Boyle, Chair 
Lower Toxicity Pesticide ChemicaJI:ocu.'-; Group 
Registration Division 

Susan Le\vis, Acting Chief 
Minor 1Jse. Inerts, and Emergency Response Branch 
Registration Division 

Recommendation fOr Tolerance Reassessment 

The attached science assessment discusses the toxicity of benzoic add and its sodium, 
potassium, calcium, ammonium, and magnesium salts. Based on the rapid metabolism and 
excretion of these chemicals, and the existing a.'>sessments, a qualitative assessment was 
perfonned. 

Bu.">ed on its review and evnJuation of the available information, EPA concludes that there 
is a reasonable certainty that no hann \Vill result to the general population. and to infants and 
children from aggregate exposure to residues of benzoic acid and its sodium, potassium, cakium, 
ammonium, and magnesium salts from their uses as inert ingredients in pesticide products. 'D1c 
benzoic acid exemptions from the requirement of a tolerance as established in 40 CFR 180.1001 
(c) and (c) and the sodium benzoate exemption~ from the requirement of a tolerance as 
established in 40 CFR 180.1001 (c) and (c) are reassessed. Based on their rapid metabolism and 
excretion and the available infonnation on acute tqxicity. sodi11m, potassium, calcium. 
ammouium~ and magnesium benzoate are reclassified as l.ist 4/\. Benzoic acid is classified <.lS 

List 4B bused on severe eye irriuuion (Toxicity CtJtcgory I). 
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September 25. 2003 

Memorandum 

• Subject: 

From: 

• 
Through: 

To: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OfFICE OF 
f>REVENTION, PI!STICIOES JI.NO 

TOXIC SUBSTANCES 

Benzoic Acid nnd Benzoale salts: Hcall.h EftCcts Division Science 
Assessment Document fOr Tolerance RcnssessmcnL 

CAS No.: 65-85-0 
532-32-l 
582-25-2 
2090-05-3 
1863-63-4 
563-70-8 

Chemical Class: 

Elissa Reaves, Toxicologist 
Reregistration Branch 1 

(benzoic acid) 
(sodium benzoate) 
(poUlssium benzoate) 
( calciun1 benzoate) 
(ammonilllll benzoate) 
(magnesium benzoate) 

benzoates 

Health Effects Division (7509C) 

Pauline Wagner,. Branch Chief 
Reregistration Branch 2 
Heulth Effects Division (7509C) 

Lower Toxicity Pesticide Chemical Focus Group 
Kathryn Boyle, Chair 
Rcgistmtion Division (7505C) 
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Background: 

Attached is the Lo\ver Toxicity Pesticide Chemicals Focus Group's science ns~cssment 
for benzoic acid, sodium benzoate, and other salts of benzoic acid. This assessment summarizes 
available intbnnution on the usc, physical/chemical properties, toxicological effects, and 
exposure profile of these benzoate salts. In perfonning this assessment, EPA has utilized revievvs 
previously perfomted by EPA and FDA and relied on pt:cr-rovicwed evaluations performed by 
the Cosmetic Ingredient Revie\V {CJR) and F AO/WHO. 

I. Executive Summary: 

Benzoic acid, also called benzenccnrboxylic acid, occurs naturally in certain foods such 
as raspberries, cranberries. prunes, cinnamon, ripe clove.'>, plums, tea, anise, and oil oflovage; 
with most berries containing about 0.05 percent Benzoic acid and sodium benzoate have been 
used fi:~r decades in phannaccuticals, a'> a pH adjustor andlor preservative in cosmetics, ba1h and 
beauty products, and as preservatives/ antimkrobial agents: in foods and beverages. Less is 
kno\vn about the other salt fonns of benzoic acid (anunonium, calcium, magnesium, and 
potassium). However, it was considered that data gaps for one benzoate salt could be adequately 
addressed by the existing data for the other benzoate compounds. Bcnznic acid and its 5alts arc 
rapidly absorbed hy mammals, conjugated \Vith glycine, and rapidly excreted in the urine as 
hippuric acid. There is no reported accumulation o!"benzoatc in the body. llmvevcr, the ability 
h) conjugate benzoic add depends upon adequate liver function and nutritional supply uf glycine, 

Toxicological effects from exposure to benzoate ~olids doqnncntcd in various websites 
and from open literature studies include irritation to the nose and throat, slight to modcrote 
irritation to the skin, and irritation to the eyes. The bcnzoates \Vcre recognized to produce 
nonimnumologic contact reaction) but it was not detennined whether the reactions were 
histamine or prostaglandin mediated. Dermal sensitization, photn toxicity. and 
photosensitization studies \VCre negative. 

The available ecotoxicity data for benzoic acid ru1d the benzoate salt::: indicate that these 
compounds are expected to be readily biodegradable in the environment, arc of low toxicity to 
fish and other aquatic organisms, manunals, and birds. EPA believes that benzoic ami the 
hcn:t..oatc salts will not cause unreasonable adverse e!"tCcts on the cnviromncnt. 

Based on available information on benzoic acid and benzoate salts, their natura! 
occurrence in berries, their expected usc patterns, their ~afe his10ry of use as food additives, !heir 
extensive use in cosmetics and bath products, and their low toxicity, the Health Effects Division 
(HED) has determined that a quantitative risk assessment is not warranted for th~;:sc compounds. 

11. Use Information: 

The tolerance exemptions being rensscsscd in this docn!Uent, the 40 CFR location of the 
established tolerance exemption, and the usc pattern as an inert or actio..>c inb'Tedient are listed in 
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Table I. 

T bl 1 U P a e se attern {pe!illct a - nerr mgre wlrl 

Chemical Name PC Code 40CFR 180.1001 Intrt Use Pattt:rn Current Inert 
0 (Pesticidal) List* 

Benzoic Add 809101 (c)(c) p!CWJva[iw for fommlalion~ 4B 

Sodium Benzoate 809103 (')(e) ~nl!Cnkmg ~genl. slnbi!J?tl. 4U 
Jl<tsCfYali\"C 

Potassium Benzoatl' 709103 non-food only --

Calcium Ben;.<Uale 900653 non-food only 3 

Anunonlum Benzoate 809099 non-fond only 3 

Magnesium 13enzoalc 900323 nun-food only 3 
-ORes1dues listed m section (c) of 40 CFR 180.1001 are exempted !rom a toh:rnncc when used as. men mgredu:ms m 

pc$Jicide formulations when applied lo growing crops or lo mw agricultma\ commodifies alkrharvcs.l; r<!Sidllcs 
listed !n scctlon (c) of 40 CFR 180.1001 are excl!lpted from a tokr.mce ,.,Ju::n used as in en ingredients in pesticide 
ibnnulatlons applied 10 animals. 
"'Inert ingredients arc categorized into four lists as described in the 52 FR 13305, Inert ingredients in Pesticide 
Products Policy Stalement List 3 includes iuert ill!,>rCdicnts nftmknown toxicity. Inert ingredients on this Jist haw 
not yet been determined 10 be of minimal concern. List 4 are in en ingrcdiems of rninim;tl couccm and are 
subdivided into 4A (minimal risk inert ingredients) and 4B (inert ingredients with !.uffldenl data to ~ubstantiale safe 
usc in pesticide products). 
NA No! availahle 

According (o the OPPIN database, bolh benzoic acid and sodium bcnzoatl! also have 
adive ingredient PC Codes. 0091 01 and 009103. respectively, TI1cre are no active or pending 
registrnfions fOr benzoic acid as an active ingredient, and only one active registration for sodium 
benzoate. 

Use Pattern (noll-pesticidal): 

Benzoic t\cid: Benzoic acid is gencmlly recognized as safe (GR.t\S) by the U.S. FDA 
when used as an antimicrobial and flavoring agent and adjuvant (21 CFR 184.1021). The 
ingredient is used in food levels not to exceed good manufacturing practice with a maximum 
usage level nfO.I% in food. Benzoic acid and sodium hcnzoale arc also used as a prcservulive in 
cosme(ic fonnulations with (he majority ofbo01 ingredients used at <1% (Anderson 2001 )
Benzoic acid and sodium benzoate are both also used as a pH adjustor and/M preservative in bath 
and body produc(s, and in pharmaceuticals. The major outlet (75%) fOr the production J)f 
benzoic acid is as a chemical inlcnncdiate in (be production of phenol. Other uses of benzoic 
acid tlo( specifically regulated includes the usc in paints. varnishes, solvents, cleaning nnd 
washing agents, photo chemicals and antifreeze agents. 

The Agency no(cs thai benzoic acid is included on the Agency's list of chemicals 
illcluded in the Jlig.h Production Volume (HVV) Challenge Program. HPV chemicals are (hose 
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that are manufactured or imported into the United States in volumes greater than one million 
pounds per year. There are approximately 3,000 HPV chemicals that are prnduccd or imported 
into the United States. The HPV Challenge Program is a voluntary partnership between industry, 
environmental groups, tmd the EPA which invites chemical manufacturers and importers to 
provide basic hw2rd dma on the IIPV chemicals they produce/import. The goal of this pro&'Tam 
is to facilitate the public's right-to-know about the potential hazards of chemicals fOund in their 
cuviroltlnent. their homes. their vmrkplace. <md in consumer pruducts. 

Sodium Benzonte: Sodiwn benzoate is generally recognizt.!d as saiC by the U.S. FDA 
\Vheu used a<; an antimicrobial and tlavoring agent and adjuvant (21 CFR 184. 1733). The 
ingredient is used in food at levels not to exceed good manufacturing practice with a maximum 
usage level ofO.I% in food. The Cosmetic Ingredient Review (ClR) Expert Panel coucludcd that 
hen:r.oic acid and sodium benzoate could be used safely in cosmetic ronnulations at 
concentrations up to 5% (Anderson 2001 ). Sodium benzoate is mainly produced for use as a 
preservative in food and beverages (60%) and is also importm1t for use in cooling liquids (I 0%). 
The use of sodium benzoate in paint strippers is limited to uses in industrial settings. Other uses 
of sodium benzoate may include the usc in pnints, varnishes, solvents, clem1ing and washlng 
agents, photo chemicals. and antifreeze agents. The Agency notes that sodium benzoate is 
included 011 the HPV Clmllenge Pwgmm. 

t).mmonium Benzoate fBenzoic Acid NH 1+}: Atmttonium benzoate is regulated by the 
U.S. FDA us un indirect food additive !Or the lintitcd usc as a preservative component of 
adhesives (21 CFR 175.105). Ammonium benzoate is also reported as an industrial preservative 
li.)r paper \\Tappers and a-> an agent for reducing curing time in vulcanization of rubber. 
Ammonium bem•Date is not currently being sponsored; however, it is within the scope of the 
HPV Challenge Program and is currently available for sponsorship. 

III. PhysicaUChcmicnl Properties: 

Tb1 2 Ph. l'Ch . 1Pr n e . vstca, cnuca '(tpertlCS. 

Benzoic Add Sodlnm Benzoate* Benzoic Acid NH41 

Physical State white solid vvhitc solid white solid 

Moleeuln Formula C,l-l,COOH C,,li,COONn+ C,l-l,COONH., 

Molecular \Vcight (Da) 122.12 144.11 139.16 

Melting Point °C 122.4 330.6 198 

'Watt.:r Solubility insoluble soluble solllble 

Density (g!cm3
) 1.2659 1.44 1.260 

. * Dala for magnesnrm benzoate. powsswm benzoaic or calcmrn beuzome are expec1ed 10 be smular lo sodmm 
bcn.:wa1e. 
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Calcium Benzoo.le 

IV. Hazard Assessment 

T bl 3 S a c ummaryo fA cute 

U
COO-NH"'+ 

""" 
.6-

Ammonium Benzoale flonzoic Acid Mg .... 

( 0 ( T OX!Cll)' a a on B . A .d d S d. enZOIC. Cl an • 0 IUID B enzoatc. 

Benzoic Acitl Sodium Benzoate 

Tesl Species nesults Ca!egory Species Result"> 

Oral LD~1 "" 2565 mgikg Ill rat 3140 mJY'kg 

Dermal LD50 rnbbil > 2000 lllgtkg Ill no da1a 

Inhahllion LC5U rnl > 12.2 mg/l!4h. IV nodma 

Eye trritation rabbi! severe irriuuion I rabbi! slightly irriut1ing 

Dermal rabhlt non 10 sligh11y Ill rubbit non-irri1a1ing 
Jrri!alion irrilallng 

Dermal guinea nol s-cnsilizing No! humnn nnnimmunologic 
Sensilization pig applicable contacl urticaria 

Ca1egory 

Ill 

Ill 

IV 

No! 
applicable 

A. Toxicological Profile: The general effects of exposure to benzoic acid and sodium 
benzoate or its salts include nose and throat irritation if inhaled, as well as slight skin and severe 
eye irritation. Benzoic acid and the benzoate salts arc rapidly metabolized and excreted. do not 
bioaccumulate, and have low toxicity ailer acute and repeated exposures. Early human 
consumption studies indicated no extemalJy visible effects from ingesting 0.5 to 1.0 g/day of 
benzoic acid for 44 consecutive days or for 82/86 or 88/92 days (Gerluch 1 909; as cited in 
USEPA IRIS). Assuming a human body weight of70 kg, this ct)rrcsponds to a dose of 14 
mg/kg!duy of benzoic acid. In another emly sludy (1909). men who drunk from I to 2.5litcrs of 
apple juice containing 0.1 percent sodium benzoate complained of burning taste, headache, 
nausea and vo1niting, itcl1ing of the skin, S\Veating, constipntion and albuminuria. IIowevcr, 
massive doses of sodium benzoate (25~60 g per day) were given lo rheumatic patients without 
producing any harmful ei1Ccts (FDA 1973 ). Adverse effects in 

humans 0.6'' _coo-Na+ . I f....-~""-(" C02H "' g1vcn nn ora V ~-..._..--COO-K' 

l) 
Benzoic Acid Sodium Benzoate Poto1;sium Benzoate 
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bolus dose nf less than or equal to I. 75 g/day of benzoic acid over a 20-day period include 
observed irritation, discomfort, weakness, and malaise (Wiley and Bigelow 1908; as cited in 
USEPA IRJS). 

The oral LD50 for benzoic acid is 1.520 mg for the rabbit and 2,000 mg lOr the c<tt and 
dog. The lethal dose for benzoic acid in sheep is estimated to be 1,000 mglkg (FDA 1973). 

A chronic orul dose of 40 mg!kg/day of benzoic acid for 17 months was a.· .. sociatcd with 
decreased rcsistmce to stress in mice and possibly with reduced food and water intake in rats 
afler 18 months. However, another study reported by the same laboratory indicated 80 
mg!kglday in rats for 18 months wa.'i not associated with adverse enects otl body weight, 
survival, or gross or microsct)pic pathology (Shtcnberg and lgnat'cr 1970; Ignat'cr 1965: as cited 
in USEPA IRIS). Other long-term dietary studies showed decreased lbod intake and body weight 
in rats fed 1.5% benzoic acid (750 mg/kg/day). A reduced dose of I .0% benzoic acid in tbe diet 
(50 mg/kg/day) did not produce signs of toxicity or ndverse reproductive eiTects (Marquardt 
1960; as cited in USEPA IRIS) . 

No positive results have been reported for benzoic acid or sodium benzoate \Vhen tested 
fOr mutagenicity or genotoxicity in prokaryotcs. eukaryotcs, and several mammal inn test systems 
(McCann ct a!., 1975; Litton Bionetics,lnc., 1975 and 1975; Oikawa ct a!., 1980: as cited in 
USEPA IRlS). 

B. Cations: Ammonium, Calciumi Magnesium, Potassium, and Sodium: 

Calcium: The human body burden of calcium is approximately I kg for a 70 kg adult; 
th\ls, !!70th of O\lr weight is calcium. The calcium cation is necessary for bone and teeth 
fommtion. It is also important to the proper functioning of nerves, enzymes, and muscles. and 
plays a role in blood clotting and tbe maintenance of cell membranes. The recommended daily 
allowances {RDAs) for calcium are 1000 mg/day for adults aged 19 to 50 years. and 1200 mg/day 
for individuals older than 50 years . 

Magnesium: The humrut body burden of magnesium is approximately 20 g for a 70 kg 
adult, 11tc magnesiwu cation is also used in building bones. It plays a role in releasing energy 
from muscles and regulating body temperature. The RDA is 310 to 320 mg/day for adult 
females, and 400 to 420 mg/day for adult males, with the RDA increasing with increasing age. 

Potassium: The human body burden of potassium is approximatdy 140 g for a 70 kg 
adult. The potassium cation is important in regulating blood pressure, regulating cellular water 
content, maintaining proper pH ba!.mce, and transmission of nerve impulses. 1t helps to regulate 
lhe electrical activity of the heart and muscles. The potassium RDA is 900 mglday. 

Sodium: The human body burJen of sodium is approximately 20 g tOr a 70 kg adult. The 
sodium cation is necessary tOr the nerves and muscles to function properly. 1t is the principal 
cation of extracellular lluid, and helps to maintain the body's water balance. These electrolytes. 
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the electrically charged ions in the body fluids, consist to a great extent of sodium and potassium. 
There is no Recommended Daily Allowance (RDA) for sodium. 

C. Ammonium Sa1t: 

Ammonium salts dissociate to the negatively charged anion and the positively charg!;:d 
runmoniurn cation {NH4+). Humans cannot convert atmospheric nitrogen to any form that can be 
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH4') has to 
enter the body from an outside source. These sources are the nitrogen-containing amino acids in 
protein which are consumed daily as part of tile diet. Although lhe human body can produce 
some amino acids, ten amino acids are considered "essential" amino acids, i.e., they must be 
consumed in the diet. 

Generally the body works to maintain a balance of nitrogen intake and nitrogen excretion. 
The estimated daily ammonia intake through fOod and drinking water is 18 mg. In contrast, 4000 
mg of ammonia per day are produced endogenously in the human intestine. 

e Ammonia and the ammonium ion are integral components of normal human mctabol ic 
processes . .t\.Inrnonia is released following demnination that occurs when protein is used by the 
body for energy production. The liver converts ammonia via the urea cycle into urea. According 
to FDA in the ''Evaluation oft he Health Aspects of Certain Ammonium Salls as Food 
lngrcdknts" (1974), "'the normal liver so readily deiOxifies ammonium ion from alimentary 
sources that blood concentrations of ammonium salts do not rise to the levels neccssruy to evoke 
toxk r~ponse." Approximately 80% of the body's excess nitrogen is eliminated through the 
kidneys as urea, approximately 25 to 30 grams per day. 

• 
D. Special Considerations for Infants and Children 

Given the wide spread occurrence ofbenzoates in the food snpply, the amount of 
bcnzoates that can be applied to food as a re-.sult of its use in a pesticide product should not 
significantly increase the existing amounts in the food supply. Oral doses of sodium benzoate 
appeared to have no maternal toxicity) ICtal toxicity, or teratogenicity in mice, rats, hamsters, or 
rabbits \vith the highest doses tested being 175.0 mglkglday in mice and rots, 300.0 mg/kg/day in 
hamsters, and 250.0 mglkg/day in rabbits (FDRL I 972; as cited in USEPA IRIS). 

However~ there is some concern tlmt low birth Vi-'Cight or premature infants with immature 
livers can experience adverse eHiecis when administered benmic acid or benzoate .salts. Infants 
\"'ith immature livers may not be capable of metabolizing benzoate, It wa.<;. suggested that a 
combination of sodium benzoate and sodium phenyl acetate not be administered tC1 low birth 
weight infants unless the benefits outweigh the risks (AMA 1991; USP Dl 1992, as cited in 
TOXNET). 

EPA believes there \Vould be a very 1ow exposure of premature or very young infants to 
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bcnzoatcs. First, premature or Vel)' young infants ingest only fom1Ula or brea'>t milk. (It is 
generally recommended that infants not consume solid food tmtil4 to 6 months of age.) 
Regulation of infant formulas is under the purview of the FDA. fv.-wwiib grw/iii~c;J"enhtn:srs:<.lr. h~hy.hm>l1 

Benzoic acid and sodium benzoate arc generally recognized as safe (GRAS) under 21 CFR 
184.1021 and 184.1733, respectively. Therefore, infants consuming only infant formula or breast 
milk would be exposed to VCl)' low amounts ofben:~;oates. Sec.ond, even if a young infant were 
to be fed some solid rood, given the characteristics of benzoic acid and bcuzoatc salts, residues 
are not likely to be present above nan1rally occurring concentrations. As discussed below 
(section 7) the bcnzoates are readily biodegradable. It is not likely to be taken up by plants. 

Once past this several month time-period, there is no longer a concern fOr poteniial 
sensitivity to infants and children. Older inflmts, like adults, process benzoates through well 
undcrsrood metabolic pathways. A safety factor analysis has 1101 been used to assess the risk. 
for the same reasons the additional tenfold safety factor is unnecessary. 

V. Exposure Assessment 

Benzoic acid and sodium benzoaic have been used for decades in pharmaceuticals, 
cosmetics and/or in food as preservaiivcs and flavoring/fragrance agents. According to 
information in Product Registers the substances are also used in different kinds of products, such 
as in paints, vamishes, solvent.:.;, clcaniug and washing agents, photo chemicals, and antifreeze 
agents. Benzoic acid and sodium bcnzoaie both have the status "generally recogni,...ed as safe" 
(GRAS) by the U.S. FDA. An estimated daily food inputofbenwate by the U.S. EPA was 278 
mg as sodium benzoate and 34 mg as benzoic acid. (USEPA 1987; as cited in USEPA JRlS). in 
1983, the Joint Expert Committee on Food Additives (JEFCA) of the World Health Organization 
(WHO) established a group acceptable daily intake (AD!) for benzoic acid and its salt of 5 mglkg 
body "Weight. This group ADl is based on the 5iructural similarity and common metabolic fate of 
these chemicals (WHO 1997). 

The National Research Council subcommittee also provided a possible daily human 
illtake of benzoic acid and sodium benzomc in the total diet based on a comprehensive survey . 
The following table summarizes the possible daily intake for individuals in various age groups 
(FDA 1973). 

Table 4 Possible dailv intake 

Total Intake mg mg/ kilogram of body weight* 

Benzoic Acid Sodium Be~t:toatc BtnLOil': Acid Sodium Benzoate 

Agcgroop Avg. Max. Avg. M" Avg. Max. Avg. Max. 

0-5 mos. 0.6 I 10 21 .I .2 2 4 

6-tl mos. 6 21 Ill }13 .8 2.6 14 39 

12~23 mos. t6 46 188 404 1.4 4.2 17 37 
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2-65+ )'TS. 34 87 328 669 0.6 1.4 5.5 II 

• Calculations based on:m average weight of 60 kg for an adult rmJ !.he following eslimaled weighl5 ofinHuus by 
age groups: 0-5 mos., 5 kg; 6-ll mos., 8 kg; and 12-23 mos., ll kg. 

It should also be noted that the NRC subcommittee stated the calculations of benzoate 
intakes are likely over staled~ possibly by considerable margins. ll1e Select Committee regarded 
the figures given in the table as levels that would 1llllikely be consumed by any of the age groups. 
Figures in the table \\o-cre considered to be generous overestimates of the benzoic acid and sodlum 
benzoate conlent oftl1e human diet (FDA 1973). 

The \vorldtvide production capacity for benzoic acid is estimated at 700 kt. The majHr 
outlet (75% or 525 h) for benzoic acid is for the production of phenol, which in ntm is mainly 
used to produce capro!actam. The next biggest outlet is as a feedstock lor sodium benzoate (I 0% 
or 70 kt) and chemical synthesis of plasticizers (5% or 35 kt). So, benzoic acid is mainly used in 
controlled industrial settings. 

The worldwide production of sodium benzoate is estimated at I 00 kt The major usc for 
sodium bem..natc is as a preservative iu food and beverages (60% or 60 kt). The second most 
impo11ant market for sodium benzoate is lOr cooling liquids (1 0% or I 0 kt). Like sodium 
benzoate, potassium benzoate is used mainly as a preservative in nonalcoholic beverages with an 
estimated worldwide production capacity of only 7 kt. Atmnonium benzoate ls approved only as 
an indirect food additive for usc only as component of adhesives (21 CFR 175.105). No 
production estimates could be determined for ammonium benzoate or any of the other benzoate 
salts. 

The use of benzoic acid and sodium benzoate in pesticide products as inert ingredients is 
expected to result in much lower exposure than the FDA-regulated use of these compounds~ as 
well as lower exposure than in the average daily intake ofbenzoates. Therefore, a quantitative 
screening-level exposme assessment has nQ! been conducted. 

VI. Risk Characterization 

Benzoic acid is a natura!Iy occurring compound found in berries and other foods, As 
previously discussed in this document, there are many FDA approved uses for benz.oic acid and 
the benzoate sails. Residues from the pesticide uses of the benzoate:-; arc not likely to greatly 
contribute to the levels already approximnted as the average daily intake. 

As noted previously, three of the bcnzoates assessed in this document, benzoic acid, 
sodium benzoate, and ammonium benzoate, are included on the Agency's list of chemicals 
included in lhe High Production Vt\lumc (IIPV) Challenge Program. 1-IPV chemicals are those 
that arc manufactured or imported into the United States in volumes greater than one million 
pounds per year. There arc approximately 3,000 HPV chemicals that ate produced or imported 
into the United States. The HPV Challenge Program is a voluntary pru1nership bcnveen industry, 
environmental groups, and the EPA which invites chemical manufacturers and importers to 
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provide basic hazard data on the HPV chemicals they produce/import. The goal of this program 
is to f3.cilitate the public's right-to-know about the potential hazards of chemicals found in their 
environment, their homes, their v.rorkplacc, and in consumer products. Based on the available 
toxicity data for the benzoates, the Agency feels confident in proceeding witl1 this tolerance 
reassessment decision. Any submission of data by sponsors of benzoic acid, sodium benzoate. 
and ammonium benzoate as part of the HPV Challenge Program may, in the finure, be used by 
OPP to revise or update their tolerance reassessment decision for these benzoutes as deemed 
necessary and appropriate. 

Taking into consideration all available information on benzoic acid, sodium benzoate, 
and the other salts of benzoate, including the FDA's designation of GRAS for benzoic acid and 
sodium benzoate, as preservatives/antimicrobial agenl<J in foods and beverages, the historical usc 
of benzoic acid and sodium benzoate in pharmaceuticals, cosmetics1 as well as the natuntl 
presence of benzoic acid in berries, the usc of ammonium benzoate as a preservative in adhesive 
components in foods, the use of benzoic acid and the benzoate salts as inert ingrt:dieuts in 
pesticide formulations are unlikely to pose a significant hazard to the general public or any 
population subgroup. Therefore, HED is conducting a qunlitative approach to assessing human 
health risks from exposure to benzoatcs. 

VII. Environmental Fate/EeotoxieityfDrinking \Vater Considerntions: 

The environmental fate and occurrence of benzoic acid has been well studied. Titc
IIazardous Substances Databnse (HSDB) (w'-'•w.lnxHcl.nlm.nlh.gov) contains extensive summarit:s or 
the environmental fate of benzoic acid. In addition, HSDB information has been supplemented 
with predictive modeling based ou structure activity relationships. For this analysis. sodium, 
potassium calcium. and magncsiun1 salts were considered equivalent with respect to their 
enviromncntal fate and ecotoxicity. Slight differences in physical-chemical properties were 
observed, but arc not expected to impact their behavior or toxicity in the environment. Benzoic 
acid and the ammonium salt of benzoic acid were addressed separately. 

Table 1 provides key fate and chemical properties fi:)r benzoic acid and reprcscmativt! 
molecules of the salts. With a pKn of 4.204, benzoic acid \Viii dissociate to fonn an anion at 
environmental pH up to the limits of its solubility. The benzoate snits arc highly water soluble 
and readily dissociate into the anion (benzoic acid) and cation (sodium, potassium, calcium, 
magnesium and atmnonlum ion), Thus, the environmental fate and effects of the benzoic acid 
salts are closely related to that ofbenzoie acid, and the free cation. 

T II 1 P aie . roperttcs an t IF t fB dE ~ nvtronmcn a ·a eo . A .d d S I t d S Its enzotc Cl an • e ec c • a 
Property Bcntnic Acid Sntlium Bennm1e Bcuzolc Acid, Ammonium 

Salt 

Water Solubility (mg/L) 3400 (M) 5.56£05 (M) > LOE06 (E) 
@25C 
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Vapor Pressure mm Hg ?E-04 (M) 3.67E-09 (E) 2.65E-07 (E) 
@25C 

Henry's Law Coetridcnl 3.8£.08 {M) L09E.{)7 (E) 5.2E-16 (F.) 
(alm-m'/mnlc) 

Diodcgradmion Primary: hours-days Primary: hourn-tlays Primary: hours-days 
Uhimale: dnys-wccla. Ultimme: days-weeks Uhimale: days-weeks 

Log Kuw 1.87 (M) -2.27 (E) -1.33 (E) 

K.x: {ml!g) 14 (E) 14 (E) 99 

Ilydrulysis: llnlf-litC @pi-t No hydroli7ablc No hydrolintblc 52 day:> 
7 (days} fimclional groups functional groups 

M. Mca~ured, E. Eilwlated 

Based on low K""s and log K0 ,_S, benzoic acid and its snit are clnssiflt:d as highly mobile 
in soil (McCall). Volatili7.ation from water would he minimal, based on hoth benzoic acid and 
the salts' low Henry's Law constant All compounds have a low potential to volatilize from soil 
surfaces, based on vapor pressures of less than I x 1 o-> mm Hg. 

·n1e biodegradability of benzoic acid has been extensively studied and are expected to be 
readily biodegradable in the envir<lnmcnt. Using botl1 unacclimated and acclimated sludge 
inoculums, benzoic acid degraded \Vith haH:.Iives of less than approximately 5 days. In most all 
cases, near complete mineralization occurred in 1mder 10 days. In soil inoculums, benzoic acid 
exhibited a half~ life !Or mineralization of 4.5 houn::. In a second ~tudy, complete minemlization 
occurred in one day. Benzoic acid degraded in a polluted river water in 0.85 days and in 
re.<jcrvoir water in 3.6 days. Degradation appears Jo be concentration depcndent1 with low 
concentrations, less than l ppb, mineralizing in eutrophic and oligotrophic lake water in under 7 
days. Overall hall:. lives in unacclimated and acclimated systems ranges from hours tu days for 
primary degradation and hollrs tn \.Veeks for ultimate (mineralization) degradation. 

In an acidic soil, benzoic acid mineralized up to 80 percenl in less !han 12 weeks. The 
same experiment in a neutral soil resulted in approximately 70 percent mineralized in 12 weeks. 
Anaerobically. more than 75 percent of benzoic acid mineralizes when incubated for S weeks 
using sludge from a secondary digester. ln several other experiments using sewage sludge 
inoculums, benzoic acid mineralized >90 percent in as little as 7 to 18 days. In a study using 
anoxic sediment ll·om a hypereutrophic lake in Kalamazoo. MI, benzoic acid degraded 
completely (methane and C02) in one week. 

Due to the lw.:k of hydwlyzable functional groups, abiotic degradation of benzoic acid 
and the salts of benzoate would not be expected 10 be an important fate process. However, the 
ammonium salt would hydroly.t:e in neutral to alkaline environments from 5 days at pH 8 to 52 
days at pH 7. Benzoic acid is expected to phntolyze based on UV adsorption at 310nm. 
Available data indicate thal 10.2 percent photolyzes in approximately 17 hours. 
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lf any or these compounds were to enter the atmosphere, it is expected to exist solely as a 
vapor. Vapor~plmse benzoic acid would be readily degraded in the atmosphere by reaction \vitl1 
photochemically-produced hydroxyl radicles with an estimated half-life of 8 days. 

Eslirnatcd toxicity (Mcylan, 1998) indic<·ttes benzoic acid is the most toxic of tht! 
substances reviewed in this assessment. Table 2 lists the estimated toxicity for several species. 
Green algae and fish are among the most sensitive species based on prediclive modeling for acute 
aud chronic endpoinl'i lOr all compounds. Based on the environntentall8tc profile of benzoic 
acid and its salts, exposures from labels uses arc unlikely to reach concentrations necessary to 
dicit effects in aquatic organisms. Using laboratory rot d:.ita as a surrogate fi:)r terrestrial wild 
mammals and birds, ben:r..oic acid and its salts do not appear to be very toxic and adverse e!Tccts 
from labeled uses is not expected. 

T bl 2 E t . 't f B a c . 1 CO OXICtty 0 cnzmc Cl an c cc c a 'A'd dSI tdSII ' 
Property Benzoic Acid Sodium Benzoate Bem.oic Acid, 

Ammonhnn Salt 

Fish (96-h LC,11 ; mglL) 1200 >I.OE06 1.4E05 

Daphnid (48-h LC1",; mg/L) t274 8.8E05 1.:2E05 

Green Algae (96~h EC50; mg/L) 790 43E05 61172 

Fish (JO~day Chr()nic: mgiL) 151 71380 10486 

Fish {SW) (96-h LC$f,; mg!L) 158 32047 6374 

Mysid Shrimp (96-h LC1,,; mg/L) 380 >1.0£06 4JE05 

Grce1t Alg.·te (96·h Chronic; mg!L) 73 3646 893 

Earthworm (14-day LC~0; mg!Kg 3238 18317 9081 
dry \~1) 

Detections of benzoic acid in surface water have been extensively reported. but nol 
quantified. In ground water, concentrations of <0.1 ppb have been reported for areas without 
k.novm sources of poteniial contamination Sltdt as land1iHs, wood preserving facilities, and 
petroleum operations. Benzoic acid has been detected in the particulate fraction of rain and 
snow. In drinking wa1er. concentrations of up to 15 ppm in the tap water of Oturnwa, lA was 
reported, but was not detecled in water from utilities in Sean !c. Philadelphia, or CincinnatL 
Benzoic acid has been detected, but not qu,mlilicd, itt other drinking water monitoring studies, 
domestically and internationnlJy. Overall, and w1th few exceptions, concentrations of benzoic 
acid in ambient and drinking w<tter is expected to be in the low ppb range. 

VIII. Cumulative Exposure: 
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Section 408(b)(2)(D)(v) of the Ff'DCA requires that~ when considering whether lo 
establish, modify, or revoke a tolerance, the Agency consider "available information" conceming 
the cumulative cfTccts of a particular pesticide's residues and "'olher substances that have a 
common mechanism of toxicity." 

EPA docs not have, at this lime, available data to determine whether benzoic acid or the 
benzoate salts have a common mechanism of toxicity with otJn~r substances. Unlike other 
pesticides f(lf which EPA has follo'\ved a cumulative risk approach based on a common 
rnel:hanism of toxicity, EPA has not made a common mechanism of toxicity finding as to 
benzoic acid or the benzoate salts and any (Jlhcr substru1ces and benzoic add or the benzoate salts 
do no appear to produce a toxic metabolite produced by 01hcr substances. For the purposes or 
!his tolerance nction, therefore, EPA has not assumed that benzoic acid or the benzoate salts have 
a common mechanism oftoxicity with other substances. For inFormation regarding EPA's 
efforts to determine which chemicals have a common mechanism of toxicity and to evaluate the 
cumulative effects of such chemicals, sec the policy statements released by EPA's Ofiice of 
Pesticide Programs concerning common mechani~ln determinations and procedures for 
cumulating effecls from substances found to have a common mechanism on EPA's website a1 
hnp://\V"W\V.epa.gov/pesticidcs/curnulativc!. 
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Rngh\rnbon: 82076-R. MICROL PRESERVATIVE 

CompMy; 82??~~:--~ETRQ..C~ADA 

Risk Manager: RM 31 __ .:_'!o_rma Npp~~---_{703) 3_9_ft6233 R_~_CM-2 ~~~ 

Risk Manager Revklwcr; Tracy Lantz TLANTZ 

SMI D'lo ....... · ;l !11]65 ....... . Calculated Doo Date: ii?:,L 05 
Type ot Rogistrolloo: Produ~_t_ RCDis![a~- • Section ~--

• 
Aclloo Desc: {A38) NEW AI;FOpD ~SE;WITH EXEMP~IQJ::l~-

lngrOO\ents: 009101, _B~n.zoic acid(92J_.93%) 

* * • Data Package Information * * * 

Expedite: e Yes Dare Sent 17-Feb-2005 

DP \119fedient: 009101, Benzoic acid 

CSF Included: • Yes No Label Included: e Yes Pamn\DP#: 

Da1e In Date Out 

No Studios 

* * * Additional Data Package for this Decision * • * 
No Additional Data Packages 

* * * Data Package Instructions * * * 
Pte.ase Review the enckmed ProdUCI Chemistry Data: 

Product I D. Comp. and Analysis· 454641·01 
Physical and Chemical Properties • 454327·02 

Decls(on #: 352089 

Edited Due Date: 
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UNJTED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
PREVENTION. PESTICIDES 

AND TOXIC SUBSTANCES 
Antimicrobials Division 

June 16,2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Micro! Preservative 

• DP llareodc: 0313407 
J\bnufactnring~use ll OR 

Reg. No. Or File Symbol: 82076-R 
End~usc Product [XJ 

TO: 

fiR OM: 

TIIRU: 

~-llRU: 

Velma Noble PM 31 ! Tracy Lantz. Team Rcvi~:wer 
Regulatory Management Branch l 
Antimicrobials Division (751 OC) 

.· .--
Robert A. Turpin, Chemist ""'-· ( , 
Product Science Branch, CT Team 
Antimicrobials Division (751 OC) \\. ( 

Kan:m P. Hicks, CT Team Leader .. ·.dl· ~ ~/~~ ·~.J j/\/) 
Product Science Branch , v -.- ~ r 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 

Antimicrobials Division (7510C) 

Product Formulation 
ActiYe Ingredient(s} % by \\'t, 
Benzoic acid .......................... ,............................. 99.93 

BACKGROUN]): The applitant has submitted an application for registration ofit3 product, benzoic 
acid, a preservative JOr food~ grade lubricating oils. In support of the upplication the applicant has 
submitted a Confidential Statement of Formula (CSF), a draft product label, and srudies containing data 
rcs.ponding to the requirements of OPPTS Test Guidelines Series 830, Groups A&B. 
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*Product ingredient source information may be entitled to confidential treatment* 

• 

1. ~~<;! nroclucl is acceptable. The product is purchased from an UJliCgistereU 
which certifies it to USP/FCC standard.<;. Ben:t.oic acid is a GRAS 

2. MRJD #464641-01: The report is a compilation of studies containing data responding to the 
requin:mcnts ofOPPTS Test Guidelines Series 830, Group A- Product Identity, Composition. 

and Analysis. The data is acceptable. 

3. MRlD #464327-02: The report is a compilation of studies containing data responding to the 
requirements ofOPPTS Test Guidelines Series 830. Group B- Physical and Chemical 

Properties. The data is acceptable. 

RECOMMENDATIONS: None . 

• 
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PRODUCT CHEMISTRY REVIEW 
4. CQNFJDENTIAL STATEMENT (JF FORMULA 

• 

• 

4a. Type of formulation and source registration 

• Non-integrated formulation system [X] 
• Arc all TGAis used registered? Yes [ 1 No [X] 

• lntegrated formulation system [ 1 

• if"!V1E-TOO". specify EPA Reg.# of existing product: 

4b. C!eanmce ofincrts for non-food or food use: 
Clearedforfooduseunder40CFR§I80.J001: Yes[X] No [ j Nt\ I 1 

4c. Physical state of product: Crystalline 

4d. The chemical IDs and analytical infOrmation (including that for the TGAis), 
density. pH, and flammability arc com;istcnt v.ith that given in 830, Part B 

Ycs{XJ No[ J 

4h. NCs and CLs arc acceplable: Yes [X] No [ J Not acceptable/ ] 

4i. Active in&,rrcdient (s) NC LCL 

Benzoic acid 99.93% 99.3% 

4j. For products produced by an integrated fomJU!ation system: 
• All impurities of toxicological significance have a UCL? 

Yes [ 1 No [ 1 Not applicable [XJ 

• All impurities of 2: 0.1% in the producl have been identified? 
Yes I] No [ I Not applicable !X] 
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5. ffiOJJUCT LABI3L 

• 

• 

5a. The active ingredients statement (chemical IDs and NCJ is consistent 
with tlte CONFIDENTIAL STATEMENT OF FORMULA~ Yes [X] No [ I 

5b. The formulation contains one of the following: 

• IO% or more of a petroleum distillate: Yes f J No [XJ 
• 1,0% or more of methyl alcohol: Yes [ J No]Xj 
• Sodium nitrite at any level: Yes [ J No [X] 
• a toxic List 1 in en at any level: Yes l J No(X] 
• arsenic in any form: Yes f l No [X] 

5c. If Yes to any of the above. docs the inert ingredients statement contain a 
footnote indicating this? Yes f ] No I J Not applicable !XI 

5d. The appropriate warning statement regarding flammability or explosive 
characte1istics of the product are listed on the label? 

Yes f ] No [ ] Not applicable [X] 

5c. The stomge and disposal instmctlons for the pesticide and conta.incr arc 
in compliance with PR Notice 84- I for household use products or PR Notice 
83-3 lOr all other uses? Yes fX] No [ ] Not on label 

5f. Does tl1e product require an expiration date at 'Which time the NC falls 
bdow the LCI. (based on the one year stomge stability data or other information)? 

Yes ll No ]X] 
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~CT· ;M',.'' .P,11·t A\ 

Guideline Acceptance of MRlDNo. 

830.15501 Product Identity A 464641-01 

830.1600 V<>' of Materials A 464641-01 

830.1620 Production Method" A 464641-01 

830.1650 Formulation NA 

830.1670 Fom1ation of impurities4 A 464641-01 

830.1700 Preliminary Amtlysis5 A 464641-01 

830.1750 Certified Limits(> A 464641-01 

830.1800~ A '" 

Explanation: A=acccptable; N""'not acceptable; NA=tcchnically not applicable; G=datu gap; 
t;~requires upgrading; W=waivcd; £..-:EPA eslimatc. 

• 
1Sec Confidential Appendix A for additional information 

2For MP/EP products produced by an integrated fOnnulation system. 

-'For products from a TGAI or MP . 

~May be waived unless actual/possible impurities arc of toxicological conccru. 

'Five batch analysis required for products produced by an integrated fonnulation syslem. 

~>If different from standard Cis recommended in 40 CFR 158.175, this should be 
discussed in Confidential Appendix A. 

7Abbreviate method used as follows: gas chromatography (GC), infrared (TR), 
ultraviolet absorption (UV), nuclear magnetic resnnance (NMR), clc. 
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6b. Phvsicai/Chcmical Acceptance Value or qualitative MlUDNo. 

830.6302 Color A White 464327-02 

830.6303 Physical state A Solid (crystalline 464327-02 

830.6303 Odor A Odorless-to-slight 464327-02 
ben:t,aldehyde 

830.7200 Melting point A 122'C 464327-02 

i 830.7220 • A 1.2659@ 15' c 464327-02 

830.7000 pH' A Saturated sol.@ 25~ C 464327-02 
~2.8 

S30.6314 Oxidation/Reduction A Contains no 464327-02 
oxidizing/reducing 
agents. May react w/ 
oxidi:t_ers. 

830.6315 Flanm1ability NA Flasl~point = 250° F 464327-02 

!)30.63 17 Storage stability A Stable 464327-02 

830.7100 Viscosity NA 

830.6319 Mi I NA 

R30.6320 Corrosion Character. NA Non-corrosive to 464327-02 
polyethylene bags inside 
fiberboard drum. 

830.6321 Dielectric breakdown NA Not intended for use 464327·02 
;.u·ound electrical 
enni' 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicabl~; G=data gap; 
()=requires upgrading; W=waived; E""'EPA e-Stimate. 

* Provide brief description. e.g., color--yellov.' or property value, e.g., density 1.25 glee; 
Unless otherwise indicated, the property should be at 15 °C. 
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1 If product is dispersible with water 

2 If product is an emulsifiable liquid 

• 
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Petro-Canada Lubricants 
2489 North Sheridan Way 

Mississauga, Ontario, Canada L5K 1 AS 

To, Miss Karen Hicks 

Team Leader, 

E.P.A. Anti-microbial 
Division 

Faxo 703-308-6467 

Dear Miss Hicks, 

D>t.: June 16, 2005 

Number of pages including cover sheet: 

From: 1nga Kuksis 

Specialty Products and 
Fluids, R&D 

Phone: 905-804-4707 

Fax: 905-804-4740 

5 

The following regards Petro-Canada"s application for registration of MICROL (Reference# 
82076-R). 
Connie Welch of Chemreg has advised us that information regarding Good Laboratory 
Practices was requested for our application. We are having difficulties obtaining this kind of 
inf<>nY!ation but have obtained an lso 9001 Certificate issued to the manufacturer of the benzoic 

not manufacture the product as indicated by the attached letter. 
are continuing to pursue additional information, but hope that this may prove useful. 

91-C(?- ~Vv(~ 
lnga Kuksis 
Specialty Products and Fluids 
Petro..Canada Lubricants 

*Product ingredient source information may be entitled to confidential treatment* 
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Pages 94 through 97 contains the identity of the source of product ingredients and is not included in this copy. 
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In~ 

Chemical: 

po, 

~---- -- ----

TASK ASSIGNMENT FORM(TAF) 
Antimicrobial Division!OPP--i:;ffediwJune 5, 1998 

Rcvicwcrn'eam Leader '! "' 'hoxo.•) 

I PSB X I I Human Product 

Benzoic acid Barcode: 

,x 
0313407 

Type: I RED Pwd. ' FQPA PRIA J> Sp<ci'l P•oi<" Lil Semch ~ -
In 1 j-AD r Robert Turpin Team Lc~dcr: Knren Hicks 

B --Completed by Revicwcrffcnlll Lender 

Study/Adion MRID# GDLN# Go\•'t Est Hrs 

MICROL Preservalive Produt't Identity, C1Jmpositi011, and 
14 ,;-;1/-0 I 

830 Series ' · ts (Gmup A) 

[ ~~r~~~~/'!'eservmive Physic;~! and Chemicnl Properties ,-,;j;Z:., ,o.-, 
830 Series 2 

.. 
Review Inslrnctiom/Commcnts 

~~;,. I 

T~::!~s, 

~ 
D -- Completed hy WAM!PO 

~~E <'

1 ~7 7 t--1 Dol~ WAMJPO: Brnncb Chief (for Special 

d bv r, . 
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Date Delivered: I Dcli~·ery: Fed Ex_ Courier Electronic Other 

Principal Reviewers: 

Issues/Comments for Secondary Reviewer Attention: 

Sec auachcd page_ 

F ~· Completed by Secom.larv Reviewer(Antimicrobial Division) 

MinorChangcs!Resotution with Contrnctor Major ChangcstResolution with Contractor 

Secondnry Review Hours Accepted Unacceptable 

Re~·ie.wcr Conunents Recommendations: 
Set" ntl."'ched pnge 

• 

• 
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' DPif (313407) 

DATA PACKAGE BEAN SHEET 
Date: 23-Fob-2005 

Page I o! 1 

* * * Registration Information * * * 

RegiS!fatlon: 62075-R. M!CROL PRESERVATIVE 

Company: 82076- PETRO-CANADA 

Rtsk Manager RtJI ~1 . Veln:~.-~oble ·1?03) 308--~-~33_Room_l!_~-~-l ~~~--

Risk Mnn<~t~er Reviewer· Tracy l!!!'Jlz TLANTZ 

• 
Ca!cula!ed Duo Dale 

Type of Registra1ion: ~~~~ Rewstralion. s_~~-~ 

ACliOn Desc- (A38) NEW AI;FOOD_ USf:_:_W!TH -~E_MPT!ON. 

lngmdien1s: 009!_0 I, Be_nzoic ac.d(99.93%) .,-

,. * ,. Data Package Information * * * 

Expedile: e Yes ' No Dale Senl· !7-Feb-2005 

DP !ngredienL 009101, 8enzoic ac1d 

CSF Included· e Yes No label Included_ e Yes No Parenl DP fl· 

~~!gned To __ D;ste In Dale Out 

1 8-Feb-2005 

0eCi$iOO #: 352089 

Edited Due Date 

Due Back· 

Admmlslralive Due Date: 07-Feb-2007 Organiza1ion: ~0 i PSB M

eream Name: CIT -~·· 
Reviewer Name· M~, Veronica ___ 

Conlractor Namll!· DynCo_rp 

18-Feb-2005 Negoli:!led Due D1111e: 06-Jun-2005 

ProjeC!ed Comple1ion oa;e. 22-~_iiY·2~ 

23-feb-2005 

* * * Studies Sent for Review "" * ., 

No S!udies 

* * * Additional Data Package for this Decision * * * 
No Addrtiooa! Dala Packagn 

"' • * Data Package Instructions * * * 
Please Review1he enclosed Product Chemist!'{ Da\<1: 

Product !0. Comp. and Analysis - 46464 t..Q1 
Physical !llld Clv!mic:l! Properties- 464327-02 
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_*Product ingredient source information may be entitled to confidential treatment* 

• 

• 

TO: 

May 10,2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF MICROL Preservative 

DP Barcode: D313407 
Manufacturing-use [ ] 

Reg. No. Or File Symbol: 82076-R 
End-use Product [X] 

FROM: 
Wallace Powell, EPA Work Assignment Manager 
JohnS. Chandler, CSS Work Assignment Manager 

Tills is a re.,iew of the following Product Chemistry 830 Series study packages provided 
to CSC Systems & Solutions LLC (CSS) for preliminary review: 

Product Identity, Composition and Analysis (Group A) (MRID 464641-01) 

830 Series. Part A: 830.1550 (Product Identity and Composition), 830.1600 (Description of 
Materials Used to Produce the Product). 830.1620 (Description of Manufacturing Process), 
830.1670 (Discussion ofFonnation of Impurities), 830.1700 (Preliminary Analysis), 830.1750 
(Certified Limits), and 830.1800 (Enforcement Analytical Methods). 

Physical and Chemical Properties (Group B) (MRID 464327-02) 

830 Serie,<, Part B: 830.6302 {Color), 830.6303 (Physical State), 830.6304 (Odor), 830.6313 
(Stability to Nonnal and Elevated Temperatures, Metals and Metal Ions), 830.6314 
(Oxidation/Reduction; Chemical Incompatibility), 830.6315 (Flammability/Flame Extension), 
830.6316 (Explodability), 830.6317 (Storage Stability), 830.6319 (Miscibility), 830.6320 
(Corrosion Characteristics), 830.6321 (Dielectric Breakdown Voltage), 830.7000 (pH), 830.7050 
(UVNis Absorption), 830.7100 (Viscosity), 830.7200 (Melting Point/Melting Range), 830.7220 
(Boiling Point/Boiling Range), 830.7300 (Density/Relative Density/Bulk Density), 830.7370 
(Dissociation Constants in Water), 830.7550 (n-Octanol!Water Partition Coefficient), 830.7840 
(Water Solubility), and 830.7950 (Vapor Pressure). 

Product Formulation 
Active Ingredients: %by wt.: 
Benzoic acid ........................................................................... 99.93o/o 

BACKGROUND: 

On behalf ofPetro-Canada. Specialty Products and Fluids (Petro-Canada), Chem Reg. 
International is submitting an application for registration ofMICROL Preservative. MlCROL 
Preservative is an food-use end-use product Petro~Canada will be purchasing the food!USP
grade product from-{ the manufacturer), re-label it in its original packaging and resell it 
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with antimicrobial claims. The end~usc product contains the technical grade of the active 
ingredient (TGAJ) and no additional ingredients. Benzoic acid {TGAl) is not currently an EPA 
registered product, and therefore the end-use product is produced by an integrated system. 
Benzoic acid is an inert Jist 4B product, and is not currently approved for food~contact uses under 
40 CFR Part 180. TI1e product, however. is in compliance with 21 CFR 178.3570 (lubricants 
with incidental food contact used on machinery used for producing, manufacturing, packaging, 
processing, preparing, treating, packaging, transporting, or holding food) at a maximum level of 
1.0%). The product label directions instruct application to a maximum level of 1.0%. 
Additionally, the product is certified as USP/FCC grade, and meets the specifications in 21 CFR 
184.1021, Food Chemicals Codex (FCC) and the United States Phannacopeia!National 
Formulary. 

FINDINGS: 

Product Identity, Composition and Analysis (Group A) (MRID 464641-01) 

• The certified limits provided on the Confidential Statement ofFonnula (CSF) (dated 
11/22/04) do not agree with the standard certified limits. The active ingredient is an 
anhydrous form of the chemical, with water as an inert. The proposed upper and lower 
certified limits (UCL and LCL, respectively) for water, unlike those for benzoic acid 
(TGAI), arc in agreement with the provided preliminary analysis, and agree with t11e 
manufacturer certificates of analysis. The LCL for the active ingredient should be 99.5%, 
and not as currently listed. The label ingredient statement, which lists the nominal 
concentration, is consistent with the CSF and conforms to recommendations ofPR Notice 
91-2. 

The following Part A product chemistry data requirements are complete: 830.1550 
(Product Identity and Composition), 830.1600 (Description of Materials Used to Produce 
the Product), 830.1620 (Description ofManuf.1cturing Process), 830.1670 (Discussion of 
Fommtion ofimpurities), and 830.1 SOO {Enforcement Analytical Methods). 830.1750 
(Certified Limits) wiU be complete once the LCL for benzoic acid (TGAI and MP) is 
corrected on the provided CSF. 

• While the applicant has provided an otherwise complete 830.1700 (Preliminary Analysis) 
study, the applicant has claimed (p. 24} that the submitter of this study was neither the 
sponsor of this study nor conducted it, and docs not know whether it has been conducted 
in accordance with 40 CFR Part 160. Preliminary analysis studies are subject to full GLP 
requirements as specified in 40 CFR Part I 60. A similar statement (see next bullet point) 
has been provided for the rest of the studies (p. 3) included in this MRID. 

• A Good Laboratory Practices (GLP) statement was included with this data package, 
stuting that the report was not conducted in accordance with the requirements of 40 CFR 
Part 160, with the exception of the portion of the report which discusses the analysis of 
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• 

• 

representative batches. The latter part is in contradiction with the GLP statement given 
on p. 24 and discussed in the previous bullet point. 

Physical and Cbcmical Properties (Group B) (MRlD 464327-02) 

• The applicant has justified not providing data for the following Part B product chemistry 
studies: 830.6316 (Explodability), 830.6319 (Miscibility), 830.6321 (Dielectric 
Breakdown Voltage), 830.7100 (Viscosity), and 830.7220 (Boiling Point/Boiling Range). 
The product does not contain any explosive ingredients, is not an emulsifiable liquid 
intended to be mixed with petro1eum solvents, is not intended to be used around electrical 
equipment, and it is not a liquid. 

• 

• 

The applicant has not provided studies conducted in accordance with the 830 guidelines 
for the following studies submitted in this data package; 830.6302 (Color), 830.6303 
(Physical State), 830.6304 (Odor), 830.6313 (Stability to Nonnal and Elevated 
Tempemtures, Metals and Metal Ions), 830.6314 (Oxidation/Reduction; Chemical 
Incompatibility), 830.6315 (Flammability/Flame Extension), 830.6317 (Stomgc 
Stability), 830.6320 (Corrosion Characteristics), 830.7000 (pH), 830.7050 (UVNis 
Abso!]ltion), 830.7200 (Melting Point/Melting Range), 830.7300 (Density/Relative 
Density/Bulk Density), 830.7370 (Dissociation Constants in Water), 830.7550 (n· 
Octanol!Water Partition Coefficient), 830.7840 (Water Solubility), and 830.7950 (Vapor 
Pressure). The applicant has instead referenced data from Hazardous Substances 
Databank (HSDB) for benzoic acid (TGAJ), and has included a copy of the database entry 
as an attachment to the study. 

All provisions of the GLP standards apply to the folJowing product chemistry studies: 
830.6313 (Stability to Nonnal and Elevated Temperatures, Metals and Metal Ions}, 
830.7550 (n-Octanoi/Water Partition Coefficient), 830.7840 (Water Solubility: Column 
Elution Method), 830.7950 (Vapor Pressure), 830.6317 (Storage Stability). Data 
provided for these studies docs not necessarily comply with the required GLP provisions. 

A GLP statement was included with the study package stating that the submitter of this 
swdy was neither the sponsor of the study nor conducted it, and does not know whether 
the study has been conducted in accordance with 40 CFR Part 160. 

RECOMMENDATIONS: 

We are not providing recommendations or acceptability statentents, 
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PROOUCT CHEMISTRY REVIEW 

4. CONFIDENTIAL STATEMENT OF FORMULA 

4a. Type of formulation and source registration 

Non~integrated formulation system 
• Arc all TGA!s used registered? 

• Integrated fonnulation system 

[] 
Ycs[]No[) 

[X] 

• If" ME-TOO", specify EPA Reg. #of existing product: 

4b. Clearance of inerts for non-food or food usc: 
Cleared for food use under40 CFR §180.1001: Yes [] No [X] NA [ ] 

See BACKGROUND 

4c. Physical state of product: solid (powder) 

4d. The chemical lOs and analytical infonnation (including that for the TGAis), 
density, pH, and flammability are consistent with that ,given in 830, Part B 

Yes[X] No[] 

4h. NCs and CLs are acceptable: Yes [] No [X] See FINDINGS. 

4i. Active ingredient(s) 

A. Benzoic acid 99.93% 99.5% 100% 

4j. For producL<; produced by an integrated fommlation system: 

All impurities of toxicological significance have a UCL? 
Yes [] No [] Not applicable [X] 

• All impurities of ?: 0.1% in the product have been identified? 
Yes [] No [] Not applicable [X] 

5. PRODUCT LABEL 

Sa. The active ingredients statement (chemical IDs and NC] is consistent 
with the CONFIDENTIAL STATEMENT OF FORMULA? Yes [X] No [] 
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Sb. The fonnulation contains one of the fOllowing: 

• 10% or more of a petroleum distillate: Yes [] No [X] 
• 1.0% or more of methyl alcohol: Yes [] No [X] 
• Sodium nitrite at any level: Yes [] No[X] 
• a toxic List I inert at any level: Yes [] No [X] 
• arsenic in any form: Yes [] No [X] 

Se. JfYes to any of the above, does the inert ingredients statement contain a 
footnote indicating tllis? Yes [] No [] Not applicable [X] 

5d. The appropriate warning statement regarding flammability or explosive 
characteristics of the product arc listed on the label? 

Yes [] No [] Not applicable [X] 

Se. The storage and disposal instructions for the pesticide and container arc 
in compliance with PR Notice 84-1 for household use products or PR Notice 
83·3 for all other uses? Yes [X] No [] 

Sf. Docs the product require an expiration date at which time the NC falls 
below the LCL (based on the one year storage stability data or other infonnation)? 

Yes [) No [) Provided study is deficie/11 (See FINDINGS) . 
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6a. Data Requirements Acceptnnce of 

830.15501 Product Identity 

830.1600 Description of Materials 

830.1620 Production Method' 

830.1650 

830.1670 Formation of impurities"' 

830.1700 

830.1750 Certified Limits' 

830.1800 Analytical Method' 

acceptable; 
U=requircs upgrading; W""\vaived; E""'-EPA estimate. 

1Sce Confidential Appendix A for additional information 

MRIDNo. 

464641-01 

464641-01 

464641-01 

464641-01 

464641-01 

464641-01 

464641-01 

464641-01 

applicable; G=data gap; 

2For MP/EP products produced by an integrated formulation system. 
3For products from a TGAI or MP. 
4May be waived unless actual/possible impurities arc of toxicological concern. 

• 

~Five batch analysis required for products produced by an integrated fonnulation system. 
6lfdiiTercnt from standard CLs recommended in 40 CFR 158.175, this should be 
discussed in Confidential Appendix A. 

7 Abbreviate method used as follows: gas chromatography (GC), infrared (IR), etc. e 
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Phy_sical and Chemical Characteristics (Series 830, Part B) 

6b. Phvsicai/Chemical Acceptance Value or qualitative MRIDNo. . 
es* of data description 

830.6302 Color white powder 464327-02 

830.6303 Physical State solid (powder) 464327-02 

830.6304 Odor No noticeable odor or with a 464327-02 
slight benzaldehyde-like odor. 
(Ref. HSDB 11/11/04). 

830.6313 Stability to Stable but will sublime at 464327-02 
Nonnal and Elevated lOO'C. (Ref. HSDB 11111/04). 
Temperatures, Metals • and Metal Ions 

830.6314 Does not contain any oxidizing 464327-02 
Oxidation/Reduction; or reducing agents. However, as 
Chemical a weak acid, it may react with 
Incompatibility oxidizers. (Ref. HSDB 

11111104). 

830.6315 NA. Product is not a liquid. 464327-02 
Flanunability/Flame Flash point 250°F by closed cup. 
Extension (Ref. HSDB 11/11104). 

830.6316 Explodability NA. Does not contain any 464327-02 NA 
explodablc components . 

• 830.6317 Storage 
Stability 

Stable. (Ref. HSDB 11/11104). 464327-02 

830.6319 Miscibility' NA. Product is not an 464327-02 NA 
emulsifiable liquid intended to 
be mixed with petroleum 
solvents. 

830.6320 Corrosion Does not react with packaging. 464327-02 
Characteristics (Ref. HSDB 11111104). 

830.6321 Dielectric NA. Product is not intended for 464327-02 NA 
Breakdown Voltage usc around electrical equipment. 

830.7000 pH1 2.8 (saturated solution at 25°C). 464327-02 
(Ref. HSDB 1111 J/04). 
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6b. !:bl§iCilll(;h~mi£al Acceptance Value or qualitative MRIDNo. 

~ of data descriotion 

830.7050 UVNis Absorbs UV radiation up to 464327-02 
Absorption approximately 310 run, with a 

maximum at 252 run. (Ref. 
HSDB 11111104). 

830.7100 Viscosity NA. Product is not a liquid. 464327-02 NA 

830.7200 Melting 122.4°C (Ref. HSDB 11111104). 464327-02 
Point/Melting Range 

830.7220 Boiling NA. Product is not a liquid. 464327-02 NA 
PointlBoiling Range 

830.7300 Specific gravity is 1.2659 (at 464327-02 
Density/Relative WC). (Ref. HSDB 11/11104). 
Density/Bulk Density 

830.7370 Dissociation pKa is 4.19. (Ref. HSDB 464327-02 
Constants in Water 11/11104). 

830.7550 It- log Kow is 1.87. (Ref. HSDB 464327-02 
Octanol!Water Partition ll/11/04). 
Coefficient 

830.7840 Water 3.4 X 103 mgfL at 25<>C. (Ref. 464327-02 
Solubility HSDB 11111/04). 

830.7950 Vapor 7 x 10..4 nun Hg at 25 oc. (Ref. 464327-02 
Pressure HSDB 11111/04). 

ExplanatiOn: A•,.acccptable; N=not acceptable; NA=techmcally not applicable; G-data gap; 
U'qcquires upgr4ding; W=waivcd; E=EPA estimate. 

*Provide brief description, e.g .• color--yellow or property value, e.g., density 1.25 glee; 
Unless otherwise Indicated, the property should be at 25°C. 

1 If product is dispersible with water 
2 If product is an emulsifiable liquid 
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DP !i: (315791) Decision II: 352089 

DATA PACKAGE BEAN SHEET 
Date: 12-May·2005 

Page 1 af 2 

* * * Registration Information * ... * 

Regi;1ration: 82_~6-!!- '-~~R_QL PJ=IE~§RV_t~TIVE 

Company: 8~076_.:_PEJ:RO.:_CA!iAD~ 

Risk Manager: '3_~A ~i.. ~~_lm~_No?~? • (?03) __ ~-~-?-Aoomll CM_-3_ 3~_?_6 __ _ 

Risk Manager Rtwiewor: !ra_9'_ L~tz _T.:_LA_~Z __ _ 

Sen1 Dale: 09-Fe-b-2005 CalcU1a1ed Duo Dale-: 

lngredl<a-n1s: !?_091_()1, ~nz~ic ~id(~.93%) • * .. * Data Package Information * * * 

DP lr'lgrodionl: 009101, BollZoic acul -- ---- --

DP T.1!e: 

CSF Inc-luded: :· Yes • No labellncludm:f: : .-~ Yes • No Parenl DP #: 

~&_~gn~_To __ _ Date in 

Editod Due Dale: 

Duo Back: 

11~:-'pr-~005 12:~Y:3_~ 

12____:_~~nt:?~ 

~-M~y-~_905 __ 

Adminls1ra!ive Due Dale: OJ·Ae_r_-20_2_7 __ 

Rov\ewor Name: O~X:k,_l?ob_ _ __ 

Con1ractorName: 

t 1_:_Apr:?00~

~1-A£_r·2~ __ 

• * • Studies Sent for Review * • • 
t.lo S!lldios 

Nogot1a1ed Duo Dato; 
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SUB.JECT: 

FROM: 

THRU: 

Dl' BARCODE: 

DECISION: 

!'C CO!)E: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

May 5, 2005 

OFFICE OF 
PREVENTION. PESTJC!OES AND 

TOXIC SUBSTANCES 

Review ofl'vfiCROL * Preservative Containing Ben:r..oic Acid 

Robert Quick, Chemist r? d-t/( ~ ~1. 
Risk Assessment and Science Support Branch 
Antimicrobials Oivision(75I OC) 

Velma Noble, Product Manager Team 31 
Regulatory Management Branch I 
Antimicrobials Division(75 1 OC) 

Norm Cook, Chief /1tyr'MvAp. CiJ/•----
Risk Assessment and Science Support Branch 
Antinlicrobials Division(? 51 OC) 

82076-R- MICROL PRESERV A'J'JVE 

D315791 

352089 

009101 

CHEMICAL NAl\11l: Benzoic Acid 

MRID#: None 

Jntemet Address {URL) • h!lp:J/vrww.cp.a.gov -1 -1 Q 
Rocyc~i;li!R~>eytiabko • Prlnt-ed With V¢g,..tl!bl,. OH a&s~ Ink§ en Pro,_,u Chlenne f~ Recycled Pap~f (Minfro(.!m 110"% Pcsu:omwmerl::oJJ J 



Background: 

Chem Reg International has submittCi.i this registration action to the Agency on behalf of Petro~ 
Canada Lubricants Division. 

The proposed usc is to add henwic acid as a material preservative to mineral oil that can be used 
as a component of lubricating oils that have incidental food contact when used on machinery 
used for producing, manufacturing, packing, processing, preparing, treating, packaging, 
transporting or holding fOod. Benzoic acid will be pennitted in mineral oil at a level of 1%. 

Bcn:t_.()ic acid ha.:; clearances for both the Food & drug Administration(FDA) and with the EPA. 
Benzoic acid is cleared by the FDA as GRAS as a direct food substance(21 CPR 184. I 021) and 
is permitted at a level ofO.l% in food(O. 1% is equivalent to 1,000 ppm). 

e ,\1inera1 oil has an FDA clearance in food processing equipment at a level not to exceed I 0 ppm 
in food(21 CFR 178.3570). 

• 

Personal communication with Ms Tracy Lantz, PM Temn 31 confirms that a complete review of 
this proposed usc is not needed. The registrant states that the benzoic acid level from the 
proposed usc, assuming I 00% transfer of residue to fOod. would be 0.05 ppm. Ms Lantz \Villlt<; 

RASSB to cm11irm the registrant's calculation. 

The "bea11 sheet", 0315791, bears the instructions, "Please have Bob Quick confim1 the 
companies PPM calculations he has the information needed to do this''. 

RASSB Calculation 

Proposed level ofbenzoic acid in mineral oil: 
Mineral oil level pcnuitted in lubricating oil for food contact: 

1.0% 
10 ppm 

Assuming all benzoic acid in the mineral migrates to the food. Then: 

0.01(% of benzoic acid in mineral oil) x 10 ppm(level of mineral oil permitted in lubricating oil 
applied to food macldnery) 

is 

0.0 I x 10 ppm= 0.1 ppm benzoic acid in food 

This level is far less than the 1,000 ppm of benzoic acid level that is already pcnnirtcd i.Jl food as 
a direct food substance by the FDA(21 CFR 184.1021 ). 

Note: An earlier benzoic acid residue value of 0.05 ppm in food cited by the registrant was 

2 
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• 

taken from a then proposed use pattern which was for 0.5 '% benzoic acid in mineral oil 
( the level of benzoic acid in mineral oil is now proposed at 1 %) • 

3 
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• MINUTES 

Benzoic Acid Scoping Meeting 
New AI with Food Use 
3/30/05 4:00-5:00 PM 

meet\J mt 1\.(.;..{es 

S:cA \- -\o Vdrm( De.V>~

"' ~In~ /os 

qbs/os D4"''' 
Sa'i d. J.l<'-..e 

/'v-..'i h.f,.... J.; .(') 
UJ<.r-e @od( --

Attendees: Frank Sanders, Jack Housenger, Norm Cook, Dennis Edwards, Bob 
Quick, Debbie Smegal, Wallace Powell, Velma Noble, Karen Hicks, Tracy Lantz 

Purpose of Meeting: 
To determine if any additional rcviev.'s, other than chemistry are required to e register this new active ingredient. Do \Ve need a RASSB or Tox review? 

• 
• 

• 

Background: 

Petro-Canada has applied to register this product/new A. f.. 
$90,000 paid, start date is 1/6105. 
This is an A38 New AI, Food Use, with Exemption. 
Would like to add lJSP benzoic acid (>99'Vo purity) to the minet·al oil 
component of lubricants. 
State that they will comply with 21 CFR 178.3570 (a) (I) with incidental food 
contact usc on machinery used for producing, manufacturing, packing, 
processing, preparing~ treating, J>ackaging; tmnsportiug, or holding food . 
Ihey would like to add the benzoic acid at a maximum level of ).0% to 
nrevent decomposition and odors in the lubricant caused by microorganisms. 
Petro-Canada states that the highest level of contact with food is: 0.10 ppm 

J\T has been registered in the past, but no current rcgisu·ations 
Benzoic Acid is listed in 21 CFR Part 184 (B) as GRAS 
It is described in 21 CFR 184.1021 as occuring in nature in foods such as 
cranberries, prunes, plums, cinnamon, ripe cloves, and most berries. 

Regulated by the FDA as a food additive (21 CFR 184.1021 (d)@ 0.1% in 
food.) 

Using a unregistered source of Al 
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• Toxicology: company states that sodium benzoate is rapidly metabolized to 
benzoic ac1d in mammals. Benzoic acid itsclfis rapidly metabolized in the liver 
by conguation with glycine, resulting in fonnation of hippuric acid, which then is 
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used 
to support benzoic acid. 

Discussion and Conclusions: 

Karen's group is already doing a chemistry review. 

Debbie discussed the fact that HED had already done two reviews on sodium 
benzoate~ one completed in 2003 showed no lox endpoints and that it has also 

• been characterized by HED as low risk. 

• 
• 

• 

Does RASSB need to do an assessment? NO 

But we will ask Bob Quick to confirm in writing the highest level of Benzoic acid 
in contact with food. Bob thinks that it is 0.10 ppm which falls within our 
standards. but he will confirm this. We will usc a BEAN to request this 
in Com1ation from Bob . 

Do we need a Tox assessment? (From PSB) 
Karen suggested that we do send a BEAN to PSB so that they can give input 

as to whether they feel the tox language on the label is arpropriate. TI1ey will do 
their review based on the documents refen-ed to by Debbie on Sodium Benzoate. 

Debbie provided e-copics of the two reviews to which she had referred . 
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Benzoic Acid Scoping Meeting /. , . 
' ,; "''" --

New AI with Food Use · · 
3/23105 11:00 AM-12:00 PM ·•h !I' 

L"' ;"E---

,, .. ·, Rescheduled: 
\' i 

.3130105 4:00-5:00 PM 

-" ) ' 
(' -L; { /> 

Vcltv.t~·' -,;"';3 sr::·l~ m. 11/s/o5. 
Purpose pfMcetjng: '•"' "1 •!1 S<.·A B•'"' '" '' 

't-;_j k 
To determine if any additional reviews, other than chemistry arc required to ~ -~ (':.-(~;-~\ 
register this product. Do \Ve need a RASSB or Tox review? uf If~~) 

Background: 

Pctro-Cunada has applied to register this product. 
,f$90,000 paid, start date is 1/6/05. 
) This is an A38 New AI, Food Use, with Exemption. 

\ 

/Would lil<e to add USP benzoic acid (>99%> purity) to the mineral oil 
·component of lubricants . 

Yi' -
: L- \ 

State that they will comply with 21 CFR 178.3570 (a) (1) with incidental food 
contact use on machinery used for producing, manufacturing, packing, 
processing, preparing, treating, packaging, transporting, or holding food. 
They would like to add the bcnzoig acid at a maximum level of 1 ,(}t>fo to 
prevent decomposition and odnrs in the lulwicant caused hy microorganisms. 
Petro-Canada 'tatcs rhat the highest level of contact with food is: .0:05'ppi11·· 
(Tit is number tloe.•m 't make sense. does Bob Quick agree with this calculntion ?) 

• 

AI has been registered in the past, but no current registrations 
Benzoic Acid is listed in 21 CFR Par1 184 (B) as GRAS 
It is described in 2! CFR 184.1021 as occuring in nature in roods such as 
cranberries, prunes, plums, cinnamon1 ripe cloveS1 and most berries. 

"' 

It may be used as a antimicrobial agent as defined in 170.3 (o)(2) (substances used 
to preserve food by preventin~ grovvth of microorganisms and subsequent 
spQilage)and as a flavoring agent and adjunct as defined in 170.3 (o)( 12). 

!& 
' 
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• 

• 

• 
• 

• 

Sodium benzoate converts to benzoic acid under acidic conditions. Data on both 
compounds is relevant. Benzoic acid is CUITently regulated as a list 4B inert with 
exemptions from the requirements for a tolerance us an inert (and occasionally 
active) ingredient in pesticide formulations under 40 CFR 910 as an inert 
preservative. 
Regulated by the FDA as a food additive (21 CFR 184.1021 (d)@ 0.1% in 
food.) 

Using a unregistered source of A I 
Submitted 2 di!Ierent data matrixes, one with MRJD's the other without 

Toxicology: company states that sodium benzoate is rapidly metabolized to 
benzoic acid in mammals. Benzoic acid itself is rapidly metabolized in the liver 
by conguation \Vith glycine, resulting in formation of hippuric add, which then is 
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used 
to support benzoic aciJ. (But does this explanation just support the oral route of 
exposure or all routes?) 

Conclqsion: 

Does RASSB need to do an assessment? H 

lf so what review? 

Environmental? \\]c 

Do we need a Tox assessment? (From PSB) 

\{ 
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• 

• 
• 
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Summarv 

Purpose ofMeeting: 

Benzoic Acid Scoping Meeting 
New AI with Food Use 

3/23/05 11 :00 AM-12:00 PM 

Rescheduled: 
3/30/05 4:00-5:00 PM 

To determine if any additional reviews, other than chemistry are required to 
register this product Do we need a RASSB or Tox review'? 

Background: 

Petro-Canada has applied to register this product. 
$90,000 paid, start date is ti6/05. 
This is an A38 New AI, Food Use, with Exemption. 
Would like to add USP benzoic acid (>99% purity) to the mineral oil 
component oflub1·icants . 
State that they will comply with 21 CFR 178.3570 (a) (1) with incidental food 
contact use on machinery used for producing, manllfacturing, packing, 
11rocessing, preparing, treating, packaging, transporting, or holding food. 
They would like to add the benzuic acid at a maximum level of 1.0% to 
prevent decomposition and odors in the lubricant caused by microorganisms. 
Petro-Canada states that the highest level of contact with food is: 0.05 ppm 
(Tizis number doe.\'n't make sense. does Bob Quick agree with this ctJ/cu/ation?) 

AI has been registered in the past1 hut no current registrations 
Benzoic Acid is listed in 21 CFR Par! 184 (B) as GRAS 
[( is described in 21 CFR 184.1021 as occllring in nature in foods such as 
cranberries~ pmnes, plums: cinnamOI1 1 ripe cloves, and most bctTies. 
It may be used as a antimicrobial agent as defined in 170.3 (o)(2) (substances used 
to pre-serve food by preventinfi; gro\\1h of microorganisms and subsequent 
'\poila~c) and as a flavoring agent and adjunct as de tined in 170.3 ( o )( 12). 
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• 
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• 

Sodium benzoate converts to benzoic acid under acidic conditions. Data on both 
compounds is relevant. Benzoic acid is currently regulated as a list 4B inert with 
exemptions fi·om the requirements for a tolerance ns an inert (anti occasionally 
active) ingredient in pesticide formulations under 40 CFR 910 as an inert 
preservative. 
Regulated by the FDA as a food additive (21 CFR 184.1021 (d)@ 0.1% in 
food.) 

Using a unregistered source of AI 
Submitted 2 different data matrixes, one with MRTD's the other without 

Toxicology: company states that sodium benzoate is rapidly metabolized to 
benzoic acid in mammals. Benzoic acid itself is rapidly metabolized in the liver 
by conguation with glycine, resulting in formation of hippuric acid, \Vhich then is 
rapidly excreted via the urine. Toxicological data on sodium benzoate can be used 
to support benzoic acid. (But does this explanation just support the oral route of 
exposure or all routes?) 

Conclusion: 

Docs RASSB need to do an assessment? 

If so vvhat review? 

Environmental? 

Do we need a Tox assessmem? (From PSB) 
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Attendees 
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Benzoic Acid Scoping Meeting 
New AI with Food Use 

3123/0S 1 1 :00 AM-12 :00 PM 
3{3o[os ~:oo-~·.oopr--. 

' 
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tl 

• 
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Calendar Entry 

Subject 

When 

Scheduler 

Show 
'Summary 
Details 

Oescriptton 

Seeping Meeting on Boru:ocl Acid 
New AI Food Use 

S!arts W 

Required (to} 
Dennis Edwards!DCIUSEPNUS@EPA, 
Frank Sanders/DCIUSEPNUS@EPA, Jack 

'PPtlonal (cc) 

FYI (bee) 

Hous er/DC/USEPNUS EPA Karen 

Re,;;ources 

Available '· No Info 

<Enter the description of this even!> 

,~:-: Notify me ~ 
~:~; Mark Private :::Pencil In 

I Chair j!rracy t.antziociJusEPA/llS 

L.Oea'tion_ 
Rooms 

Where Resources J308u : 
Qnl!nq Thls is an Onlin1 

J Cate-gorize II ' 

Info 
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Calendar Entry 

Subject 

Jnvltoes 

Scheduler 

Show 

'SumrnafY 
OetaHs 

I Description 

Scoping Meeting on Benzoic Acid-New AI Food Use-from 
Petro--Canada 

Requlr$d (to) 
Frank Sanders/DC/USEPAJUS@EPA, Jack 
HousengerlOCIUSEPAIUS@EPA, Dennis 
Edwa s/DC/USEPAIUS PA Velma 

Optlooal (ec) !============' 
FYI (bee) 

'J Notify me ~ 
1.:__~1 Marl< Private _:_• Pencil In 

J Chair 

Whom 

J [racy LanWDCIUSEPNUS 

LOcatiOn _jRoom 308 U 
Rooins-

Reaoureos L,----
Online [";This is an Onlirn 

' Categorize l! 

9am 10am 12pm 1pm 2pm, 3pm 4prr; Spm 6pm 7pm 
! 

J_ ~· ... 
Available ~ Restricted 

The purpose of this meeting is to determine if any additlonnl reviews, other than chemistry will be roquired. 
1 will distribute background materials prior to the meeting. This AI has already been Cleared under 21 CFR as a food 
additive. 
Michele, please invite a toxicologist to this meeting. 1 have sent the chemistry dau~ for review . 
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83/22/28B5 83:54 

Untilled Stationery 

Connie B. Welch 

7834 92Bf,f,8 

II 
il ' 
il 
' 

Cf-EMREG INT' L PAGE 32 

Page 1 of 1 

ll, ----------·...J.l~---------··---
From: Connie 8. Welch , ] 

Sunt: Tunday, Man:h 22,2005 9:58AM l1 
To: 'noblo.velma@epa.gov' \! 

Velma, il 
Thanks for the discussion thin morning! As for the i:)orrectlons, I only found one page that did not get correeied, 
In the Group A report it Is correct. It is the lntrodu~ory paragraph whfch states "The Intended use pattern as an 
antimicrobial active lngret;!if;mt is indCl_O(, nonfood,~ a material presetVative for uSe In the'"min~1 C?ll_-~r!}J?orie"r'lt 
of lubricants compliant with 21 CFR 178:3-570 (lubr!~rilS With ·rncidCritartoOd ·ecntact-used on machlnery usCcrtCr 
Producing, manufactufing -,'Packing-, proceaslng,-pr~Panng,_--ir~!lng, packaQiilg, transPOi'tinQ, or hotdlngf00d}8t a 
maximum level of 1.0%,_1n order to prevent decomP?sitlon and OdOi.S ifi the lUbricaiiJC:aUsed·by microorg<lriisnlS". 

I have reviewed the submission lo EPA and th~ -o-n!J other- ~i~ce I have found this lntroductCJrY ~arilfJra~h wh~~;
the .5% wu not corrected (should be 1.0% as stat(¥:! above) is In the ecotox submiso:Jon for the 85-0.1010 and 
850.1075 guideline requirements. It contains the slime introductory paragraph. but lt has a maximum rever 
of .5%. It should bo corrected to read nmaximum 11fel of 1,0 %"as stated above. 

I Will tax in a corrected page. Thanks again for Y'1'f help. I look forward to hearing of the good outcome! 

-Connie 

Connie 6. We-lch 
Global Regulatoty Com;ultant 
Chern Reg International, LLC 
1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 22192 

Phone: 703~492~ 7905 
Fax: 703-492..0666 
Email: welch@chemreg.com 

3112/2005 

\1 
II 
II 
:I 
.i 
II 

I I 
II 
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83/22/2085 10:0b 70349286&8 CHEMREG lNT' L PAGE 01 
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• 

PHON£; 703~492-o445 
Fax: 703~492.-o668 

DATE: March 22, 2005 

TO: Ms. V <lma Noble 

FROM: Ms. Connie Welch 

PAGES: 7 

MESSAGE: 

Velma, 

i' 

' I 
I 
' 

; ,, 

"WWW".chemreg.eom 
'W'W'W. pesticide.net 

FAX: 703-308-6466 

I thought r W(luld res end the entire: ~~~r(:w~ith~tht::: corrected page. It may be easier to hand 
off to RASSB the entire corrected P if the co:r:roction is minor). Thanks again 
lor all of your help . 

I 
d 
·' q 
}j 
d 
'I 
)1 

;; 
•' 
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03/22/2~05 as:54 7034920668 

.. 

PHONE: 703-492-0445 
ll'u: 703-492-o668 

MESSAGE: 

1990 OLD 
LAKE 

.• 

Ci-EMREG INT'L 

llOAD, SUlTB 201 
2.2192-2383 

PAGE Bl 

\VIDJ SI'rns: www.chemreg.com 
~.pesti.cide.net 

Velma, 
Thanks so much! I am attaching a. correctjed page as per my email. Take care! 

li 

II 

• I' 

124 



f\3/2'2/2605 1£'\:B£. 

• 

• 

7034'320568 CH£1--!REG INT' l 

Study Title 

MJ¢ROL PreseTVative 
;Ecotoxlcology 

Dfta Regllirsmmt 

US~ EPA Guidd,fu~: Number OPPTS Series BSO 

850.1010 Aqua~c Invertebrate Acute Toxicity 
850.10ts Fish Acute Toxicity 

Author 

i 
'E. A Brown 

Che~eg International, LLC 
1990 Old! Bridge Ruad, Suite:: 201 

LaJad Ridge, VA 20192 

! Sponsor 

PetnrC1t.111Uia 
Specialty Products and Fluids 

2489 North Sheridan Way 
Missi$sauga; Ontario Canada L5K lAS 

i 

StytJt Comnlrtiog Date 

Dio<ember 2, 2004 
' ' 

;seoort Nnmbt!t 
' 

MlCROL-2004-04 

'fqtal pages: 52 
' 

PAG£ 02 

PMro•Canada 
MJCR.OL~1004-04, page J 
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~3/22/2805 18:06 7034'320668 Q-EMREG INT'L 

• 

• 

! 
Statement oil Data Confidentiality Claim 

Pdm·Ctnadll 
MJCROt--2004-04. puge 2 

No information is claimed confidential on the basis of its falling within the scope ofPIFR.A § 
!O(d)(l)(A), (B), or (C). 

Company: 

Sublllitter Kame: 

Signed: 

Date: 

Petro-Can.nda 
Specialty hoductt and Fluids 

' Elizabeth Ann.e B~wn 
Ch~mReg International, LLC 
Authorized Age.nffor :Petro-Canada 

' 

December 2 2004 
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70349206.68 CHEMREG INT'L 

;i 
i Study Tit]& 

J ROL Preservative I Ecoto,Ueo1ogy 

D~ta ReaUirement 

US-!51' A G~' 4 ine Numboc OPPTS Series 850 

850.1010 tic Invertebrate Acute Toxicity 
850.10

1 
S Fish Acute Toxicity 

'I 
I Autl!or 

1 RA.Brown 
eg International, llC 

1990 0 Bridge Road, Slbtc:: 201 
I' Ridge, VA 20192 

d ,i Snonsor 
! 
i I Petro-Canada 

Sp«:i~~ty Products and Fluids 
248~!North Sheridan Way 

Misscissau , Ontario Canada LSK 1A8 

'o • 
ecem.ber 2. 2004 

CROL--2004..04 

otnl pages: SZ 

PAGE 03 

P~·C1111tda 
MJCROJ..-2004...Q.4. pqe 1 
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03/22/2BEI5 09:54 7834928558 ~G INT'L 

I 

• 

• 

I 

I 

Pctro-Cunad~ 
MICROL-2004-04. Jm&" 5 

L'HRODUCTION J 
MlCROL PRESERVATIVE is 100% of , ~p (food) grade benzoic acid. The intended use pattern as 
an antimictobia1 activo ingredient islndCJqf, nonfood, as a material preserva.tive for use in the mineral 
oil component of lubricants compliant with: 21 CFR 178.3570 (lubricants with incidental food contact 
used on machinery used for producing, m4h,ufpcturing, packio.g, processing, preparing. treating, 
packaging, tran.sporting, or holding food) ij: a maximum level of 1.0 %, in ordt:r to prevent 
decomposition and odors in the lubricant caused by microorgn.nistns. 

' 
Benzoic Acid (CAS RN 65~85-0) is an ex~exnely well known, widely-studied. and widely u.sed 
compound, particularly as a preservative fr:jr food (d.ixect food additive). The closely related and 
equally well known,. widely-studied, and ~dely used compoun~ .sodium benzoate (CAS R..."" 532-32-
1) converts to benzoic acid under acid conllitions. Data on both compound& can be co:rusit::kred as 
relevant. Benzoic acid occurs naturally,~ · e sodium benzoate does not. The antimicrobial activity 
of both compounds is from benzoic acid. oth compounds are widcly approved on BJl intunal.ional 
bu~is as direct food additives. Both co are widely used a preserv-.1tives in other applications 
(such as in cosmetics). Benzoic acid is en, ogenow in the human body. 

I 
There is adequate information in the publif literature to address the required data requirements. The 
public literature is discussed below, I 

I 
Ol'PTS 850 AQCATIC INVERTEBRATE ACUTE TOXICITY 
For the toxicity datn mentione~ it is not al*ays stated whether the cited effect values are based on 
nominal or measured concentrations ofbe&oic acid or sodium benzoate. However, because of their 
water solubility, their insignificant volatili[·l • and their low adsorption potential, all nominal 
concentrations of the test substances are C'f cted to correspond to effective concentrations, even in 
tests u.ith open systems and longer exposu durations, 

As benzoic acid itself is only slightly solu~ _e in water, sodtum benzoate -- wh.ich, unda acidlc 
condilions, converts to undissocialed b~c acid, often is used in place ofbt:nZoic acid . 

The 24hr EC50 of benzoic acid to Daphnia: gna is 500 mg/L (Bring:m.ann & Kuehn 1982, as citdd 
by WHO 2000) ! 

! 
"Ninety-six-hour LC50 values of> l 00 mg 1 dium benzoate/litre have bcCD. found for Daphnia magna 
(first and second larval instar) and Gamrmf usfascir:uus (juvenile: 7 m.g in size) under static test 
conditions (muJtispecies test; pH 6.Sw8; 20T ) (Ewell eta!., J 986). The same was trUe for juveniles of 
other invertebrates tested simultaneously: A.sellus intermedius (Arthropoda; 12 mg body weight), 
Dugesia tigrina (Platyhelminthes; 6 mgbo\::iy weight), Helisonw tnvolvis (Mollusca; 180 mg body 
weiS}lt), and Lumbriculus variegatus ( 1elida; 6 mg body weight) (Ewell et ul., 1986)." (WHO 
2000) 

OPPTS 850.11175 ACUTE TOXICITY FISH 

'Two different tests with the freslnvater tat;\!ead minnow (P. promelas; juvenile stages) resulted in 96-
b LC5n w:~1ues of 484 mg sodi\.Un kuzoate/lltre (measured concentration; flow-through system: pH 
7 .4; 24"C) (Geiger et al., 1985) and >100 q\~tre (nominal concentration; static system; pH 6.5-8.5; 
20°C) (Ewell d aL, 1986)," (WHO 2000) i 

1, 

i 
I 
! 
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03/22/2005 lf:l: BG 703<1920668 CHEMREG INT'L PAGE 04 
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Gond LaboJ!atory Practices Statement 

l'ctra-Clnada 
MI0t.OL*2004·04. page 3 

The submitter of this study was neither the lpo.nsor of this .study nor conducted it, and does not know 
whether it has been conducted in a.ccordantf with 40 CFR Part 16<'1. 

Author ~ ~ Date: 
Submitter: _;;~~~·;·:.~(~·~v~~~;~:::::::·:_ ______ _ 

Elizabeth Anne Brown 
ChemReg International, LLC 

Dec 2, 2004 
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Il>'TROD UCTIO N .................................................................................................................................. 5 
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APPENDIX ................................................................................................................................... 6 

130 



03/22/2005 10:A5 7034920558 CHEMRE:G INT'L PAGE 6b 

• 

• 

. . 

INTRODUCTION 

Pcll'u-CIUI~ 

MICROLr2004--04. pase 5 

MlCROL PRESERVATIVE is 100% ofUSP (food) grade benzoic ac:id. 'The intended we pattern as 
llll antimicrobialiiCtive ingredient is Indoor, mmfnoJ, as a material preservative for use in the mineral 
oil component of lubricants compliant with 21 CFR 17S.3S70 (lubricants with incidental food contact 
used 01l machit1ery used for producing, manufacturing. packing, processing, preparing, treating, 
p~ckaging, transporting, or holding food) at a maximum level of 1.0 %, in order to prevent 
decomposition and odors in the lubricallt caused by microorganisms. 

Benzoic Acid (CAS R:.'J 65*85-0) is an extremely well known. widely-studied, and widely med 
comp-ound. parttcUlarly as apreservattve for food (direct fOod additive). The closely related and 
equally Wt>U known, widely*studied, and widely used compound, sodium benzoate (CAS RN 532*32-
1) converts to benzoic acid under acid co:t1ditioru:, Data on both compound." can be comic:letud as 
relev-ant. Benzoic acid occurs :namrally, while sodium benzoate does not. The antimicrobial activity 
of both Gompounds is from bem::olc acid. Both compounds. are widely approved on an international 
basis as direct food additive..•t. Both compounds arc widely used a preservatives in other applications 
(!Juch as in cosmetics). Benzoic acid is endogenous in the human body. 

There is adequate information in the public liter.ature to address the ~quired data requirements. The 
public literantre is disL-ussed below. 

Ol'P'l'S 850 AQUATIC INVERTEBRATE ACUTE TOXICITY 

For the toxicity data mentioned, it is not always stated whether tbe cited effect values are based QD. 

nominal or measured concentrations ofbenzoic acid or sodium benzoate. However, becalll'le of their 
water solubility, their insignificant volatility, and their low adsoxption potential, all nominal 
concentrntio!lii of the lest substs.nces arc expected to correspond to effective concentrations, even in 
tests v.ith open systems and longer exposure durations. 

As benzoic ncld itt;: elf is only slightly soluble in water, sodium benzoate -which, under acidic 
conditions, converts to undissociated bcnz.oic acid, often is used in place of benzoic acid . 

The 24br EC50 ofbenzoic acid to Daphnia magna is 500 mg!L (Bringmann & Kuehn 1982, as cited 
byWH02000) 

''Nincty-$bc-hour LCso values of> 100 tUg :!odium benzoate/litre have been fouJ.ld for JJaph11ia magna 
(first and second larval inm:ar) and Gammarusfasciatus Guwnile: 7 mg in size) under static test 
conditions (multi~cies test; pH 6.5-8; 20"C) (Ewc:ll et al., 1986). The same was true fo:r ju~es of 
other invertebrate:; tested simull.aneously: A.sellus intermedius (Arthropoda; 12 mg body weight), 
Duges1'a tigrina (Platyhelminthes; 6 mg body weight), He.lisorna trivolvis (Mollusca; 180 rog body 
weight), and Lumbriculus variegat-.Js (Annelida; 6 mg body weight) (Ewell et al., 1986)/' (WHO 
2000) 

Ol'PTS 850.1075 ACUTE TOXICITY TO FISH 

'Two ditl'e.rent tests with the freshwater fathead minnow (P. promelas;ju ... -cnile stages) resulted in 96* 
h LCso valuet. of 484 rng sodium benzoate/litre (meaJ>ured concentration; flow-through systemj pli 
7.'1; 24"C) (Geiger et al., 1985) and >1 00 rng!litre (nominal concentration; static 5ystem; pH 6.5-8.5; 
20"C) (Ewell eta!., 1986).'" (WHO 2000) 
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peqg.Ca!ada 
MICROl .. 2004-Q4. p~ 6 

WHO. 2000. CONCISE INTERNATIONAL CHEMJC,t,.L ASSESSMENT DOCUMENT NO. 26. 
BENZOIC ACID AND SODIUM BENZOATE . 

• 

• 
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March 2, 2005 

Subject: Seeping Meeting for Benzoic Acid 
New AI, Food Use 
Submitted by Petro Canada 

Meeting: 3/23/05 
[ 1 :00-12:00 
Room 308U 

Dear Frank, Jack, Dennis, Michele, Nann, and Velma, 

Just some background information to assist in our scoping meeting 
including: several letters from the company, CSF, label, 2 sets of data 
matrixes, and my informal notes on this submission . 

Basically, Petro Canada would like to add Benzoic acid to the mineral 
oil component of lubricants with incidental food contact use on machinery. 
This chemical is regulated by the FDA as a food additive. The submitted 
chemistry data has been sent for review . 

The goal of this meeting is to determine if any additional assessments 
need to be completed in order to register this product. This is an internal 
meeting. Rumor has it that Connie Welch will be the new consultant for this 
product. I have been told that Jack has agreed to a quick turn around for this 
registration. 

Thanks for your assistance. 

Tracy Lantz 

133 



\ 
0

,) Pctro-Canada to register MICROL Preservative 
1)\~ ·::, $ ?O,OOO fee has been paid:start date 116/05. (due date 12/27/06 ???) 1 • . , 

)\\\'\ A,& New AI, Food Usc, w1th Exemption --> vo clt'}yf., f}--ffib u 1.b f)'..>tllfl...,_ 

\)( :\>\ r~\ Proposed usc: to be added to the mineral oil component of lubricants with incidental food comact r:t>11"'"'ff.,,,,\Jb 
(tP·· ·,s usc on machinery used for producing, manufacturing, packing, processing, preparing, treating, Or\ 4"1c,.r_ 
~y;,~) f:,j. packaging, transporting, or holding food, at a maximum level of 0.5% in order to prevent 
1}-r- decomposition and odors in the lubricant c.aused by microorganisms. Highest level of contact 
v-J-·""''\ with food is: 0.05 ppm. 

;;!Y Previously registered AI, but currently no active registrations containing this AI. 
This chemical is regulated by the FDA as a food additive ( 21 CFR 184.1021 @ 0.1% in food.) 

/'Have a tJS rep: Elizabeth Brovm, Lake Ridge, VA 
14{ Using the selective method of datu support, matrix w/o MRJDs: arc all data requirements 

'-- 1,,.:P~
1~., supported by studies she just sent in? 

'-" ?.>•.-:."~;.:lt'-"' Label is confusing: discusses fmishcd products and treated articles neither of which can make 
\-t~f"""'-;' claims. What finished pro~_ucts/treatcd arti~~es ,arc they referring lo? Examples? _ J· 
)0 ~~~..,.z"'-'.ffil'WCZ~~~.-~- ,J)i''"~,,-r ") _"' 

Requests Jor watVQrs appear to be m the Jacket 1 tscli. -h_;"' \?J( f>'.i,JccL 
! ,,j:x-~ c <>rAS e Don't we need a CSF for the manufacturing process? Submitted CSf just lists the AI and a very 

small ammmt on water. v -~ZJ> !! ~-£''-,;.(_ 

• 

b--- · .L' +r.Po_A.cl 
~ f / Studies snbmiltcd: i> ---Y~'<' ~ ('. "· {._( 

1 
" ( ,·, v--ht .L ~-

l.'l)Productldentity, Composition, and Analysis~~~~~[D:;.:.:~ ~"'-5. O>.. :ti~)05 ·' (\J,N 
5 

Phy~ical & Chemical Properties 46432702 f. , 1 • 

TOXICOlogy 46432703 liJ .. ~'C -\~v:~ 
Ecotoxicology 46432704 \ de~~"-(. ·-+~ 
Request for Waivers (Ecotoxlcology) 46432705 \_ , ¥1'~ 6-t:il. <C Y+"<-L.; {: 
Request for Waivers (Hydrolysis) 46432706 \_ · 
Acute Oral cited RTECS database study .:;} , _ ~ , , r ~l:z.s ,fJ_<: luk:Ii'{ t-.:J0, 

Acute Dennal " ,_1_-:-,, ~ \ 0--f _,,_"~"'\ .)1"' ( cJ r J' , . i I 
A !} 1 (;0._ ,f--.t }r.;r!7 

Acute Inhalation '· ,; S 0 vKj; ~ · ~ ~ , 
Primary Eye 
Primary Skin 
Dennal Sensitization cited WHO study 
90 day oral rodent 
subchronic nonrodent oral 90 day 
dcmlal tox rodent 
subchronic inhalation toxicity 
develop. tox rodent 
In vitro mutagenicity 
mutagenicity mammalian in culture 

cited WHO study 
" 

" 

·' 
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In vivo cytogenetics 
Daplmia acute toxicity 
Acute Toxicity fish 
Avian Acute toxicity 
Hydrolysis 

Justification for waiver 
Justification for waiver 

Their note: sodit1m benzoate is rapidly metabolized to benzoic acid in mammals. Benzoic acid 
itself is rapidly metabolized in the liver by conguation with glycine, resulting in fonnation of 
hippuric acid, which then is rapidly excreted via the urine. Toxicological data on sodium 
benzoate can be used to support benzoic acid . 

., 
;_;., \1 i 1' \, 

))r•CI ·-i:J ~~h·">,~,~ 
' ," c 

f "'"' ~tl' J-fs. 
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199(1 OLU BlH~)G:E. ROAD, S.,._'JTE 2.01 
LAR£ R.lD·~r, \rllHYJ"i't-. 2~J . .!;"2-2383 

DIR.E.GT: 703-492-7905 
1\1AJN: 703-49:::!-0445 
Fax: 703-492-066$ 

ELIL>\BETilA. BR0\\"1\", PH.D. 

December l 6, 2004 

E-MAIL: 
\VEBSITL'>: 

Document Proce;sing Desk (APPL, REGFEE, NEWCO, COADR) 
U.S" Environmental Protection Ageocy(7505C) 
Office ofPesticide Programs 
Room 266A, Crystal !'>A all 2 
1801 South Bell Street 
Arlington, VA 22202-4501 

Attn: VelmaNoble(PM 31) 

Re: Application for Reg:istratior; ofMJCROL Preservat1vc 
Request for Company Number 

464&41-00 

\:n·o-.-.'n@chemreg.com 
v.·vtw.cht'.m:reg.com 
V.'i,·w.pes.ticide.net 

On bi':haif of our- client, Petro-Canada_. Spcc.iai:y Prod:acts and ?luid:s (Pctro-Carce..dc.), 
e.nclosed please find an application fcr.:rt.'i:Jstration ofMICROL Prescrv::nivc, i.vhicl!. cont:lius a 
nei.'.' antirnicrobiai active in?,"rec'iir:nt 

Thi;; appllc{lcion hilS been pret.'iou::ly diS~ll:SSed •vith fr.c Age:~r;y, including: dis.-:us:;io:n on 
Jnne 5, 2003 for the requiTed approach 2!ld multiple discu~sions and ccmmun.icaiions ri.ux:ing 
Febm:;.rythroug.b May 2004, 

This application is su~?ec,! tn PRlA. \Ve believt', l•ascd m: cO;J.VCrsationE with ]1.1L Dc-nni~ 
Edv,:arci;s, tha..'"i.b.l~: Bpplication is Fee Category A3S, wi1h the asSO(~ate-d fee (;f$'90)000. Pi~..asc 

cont..;.Cl me dirr.ctly at 703-492-7905 or b:Q"\\'!(d:,dl-e;"{l;-etr.r.on; "if t3l.eie ;my questioz:s regarding the 
PRlP. cat-::gory. 

-----------
CONSL'L1A.l\'TS TO SUCC:ESS!" 

On~rOneJ-.Iundrcd and Fiity Years of Co-mbined .Experience lc>sisting Chemical, Pesticid-c 1 

Bio-Ch~micaJ a;nii U~e Sdenc:c Companies <>n a \Vlde ~e ofl~sues, lncluding Regula1f?Ft-
6 Strategtes, R.epstration., Da1a. Support and Compen..o;a:tJ.Qn) Quality _>\J;surance, Study DC.4ig). 

and Scientifi-c MitteN 



... , . 

e Letle: to V. Noble, D>~::-enber 16. 20C4. pa.g.::-::: 

• 

bicloscd wilh this appticr:(io:::t, pleg::e find t.l-Je fo!lowing: 

EI' A Form 8570- I 
2. DPA FonD 8570<~4, Ceriifc.ati.m ,,.,J:. respecr ro cm~tion of data 
3. EPA Form 8570~35, Data m2:trix (Agency Cse and Pubhc File copies) 
4. EPA Form 8570-4, Confidential Statement of Formula 
5. A letter from Petro-Canad;:, n:::questmg a new company number a.11d assigning 

CbernReg Inttm:-nlomJ, LLC, as (heir US age:ni 
6. Five (5) copies of 1hc proposed labchng 
7. Tr:msmitral bibl-ing.raphy 
8. Three (3) copie.s of' each submltted smdy) 

Ir there are any questions or jf an)t'Jiing ft:.riher 1s needed, please do not he.mate to con!acr 
me dlH~ctly. Please keep me in.fmmed of the JHOgre% of this application. 

Regards, 

ci; . 1 /' 
( /..i-JtLf>.-r .. /:i.J d.-f../....!._~ »·~~:'/:...:J-7'·-·/ 

• e Eli:tabeth .Anne Bm"·n 

cc: Pc~ro-CauadE, Speui:ty ProducTs and Flmds 

• 

• 
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TR.Ac'IS2\IITTAL DOCV?.1El\T 

S~1brr.irter 

Petro-C;mada 
Spec:al·:- 'Pr01uct ;,ud Fluids 
2489 ~Jrll:. S.:Je::iC.an Way 

t-1;ssissaugc, Ont.aJ:o L:X 1 A8 CANADA 

!lef11lla(orv adifln in support of which tld~ p:tckage: is submitted 
New Product Registrution (New Antimic.robi2J Active lr:grcdient 

(MICROL Preservative, no coiU.pan.y number ye: assigned) 

}ntnsmitLall)att 
De.;:e.mh:;:r 16, 2004, 2004 

Submitted Studies 

L~"!Rlf) 
!..:.:::· -~----

-----~~ 
I Ad.minis!Ja~~ve Materials. II ' --~ . ! Documer::t 1 : ! :Brow::, EA Dec 14, 200L, ~ICROLP;cservative. Product . 
I IC:..11tlt}', Compositio::, a:rri Analysis (Group A). Repor.: Ko. : 
.· MICROL·2004-0l. CbemReg Interoation:d, LLC. 77 _j 
i p«g,es. Contains Bu..::iness Conftdcnlia1 Jn.fo!IDlltion 
. ' 
~ Brow~, E.A No"·emb::r 22, 2004 MlCROL Prcse.'l"\'C.Ci\:c. 

Physical aud Chemic.al Properties (Group B) Re?Oll No. 
\ .MICROL-2004-02 Ch;c.mReg Ictema~irmal, LIL t.3 

---------~[~-S~---~~------~ 

! Brow:;:, LA Dectru:bc,- 6. 2{);)!: ~dlCROL Preservauve. 

46464101 

I Document 2: 

46432702 

I -.....------
, Docnne:H 3. 

46432703 : To~;y:ology. Report No. !vHCROL-200!:~03 Cte:m.Reg 

• 

1 ______ i_. __ -~--···--_
1

! h'~t_;:z~:H1or:,aJ. l.LC 215- pa_g~~--~· . ____ _____j_l 

' Do::::unr::Lt L - B<ol>T, EA. Dt:c 2. 20:)L MlCROl Pre,~er-:£~ti·.,_,e 
-~ I 464327°4 , Eco~oxi::obf:y. Rep0;1 No. l>iTICROL-200~ 04 ChemReg 

1

: 

1 
.-f-. _____ --------~1. ln~e;~121ion0]_._ U£ _ _?_2 page~:·~--

: Do~umeat 5 ·, ~6432705 l Bwwn, E.A -IJ.et;crn:n-r J, .?001. ~-TICROL :P:cse:::-\'£t;v:~. 
i I , Re•r.:es: fer \V:nvcrs ~ E;:o:ox;:::clogy_ Cht;::r;..Reg 
! I -------------~-- "-~-,·--------------~- --~J----:!!_::;.;-ua-!J.~m1 LLC (• pagt;:~---- ~--~-----·, 
I Docl..Cr:ncnt G 1. Brown_ L.A. Dece::.::.ber 2. 20U4. MICRO~.Prcsrr\'ati'v~. I 

46432706 1 Regur:si for \Vain:-r:-.. --l-lydrc<ysi5. ChcmReg In!c;nlitiomli. -

Ll ____ __j_ -----··---' LLC._Lp2g_c:; --------- ---~·--------~~-~-' 

Comprny Off;r:ial 

Company Kame: 

Compa:J.y Con11:1r:t: 

Phone :Number-· 

-~ ---------~--··-

ChemReg lr.te;;c.atioui!l, LLC, A-w:bo:lzed Agent for Bun Gff IJJS·~c: Sh'eJd 

Ehzabetl:. .k:..."!e Brc\Vll 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M STREET, S.W. 

WASHINGTON, D.C. 20460 

'' 

Paperworlt Reduction Act N'-'Uce: The pubUc reporting burden for lhls oolloction of information Is estimated to average 1.25 hours per response for 
registration and 0.25 houts pet rcspcns:e for teregittrnlkm and special review activllies, tnduding \!me for reading \h~ instrucllons aru:l completing the 
necessary forms. Send comments regnrdlng burden estimate or any ofher aspect of this collccHon "''information, including suggestions for reducing the 
burden 1o: Director, OPPE lnfonn!lllon Management Division (2137). U.S. Environm(H'ltal Protection Agency, 401 M StreeL S.W., Washington, DC 

!,';,',00' Ho"" to lhi', 
tto• 

Appllcant's!Registranrs Name. Address. and Tclr:phone Number 
Pelro-Canada 

EPA Registration Number/File Symbol 

i 24891 

Active 

[] 

" LJ 

{n'-'t '"'' ""''' l"<O) 

K:i.o1&·R 
lest compound(s) Dale 

'"" tl those claimed fct lhis ptoducl using 40 CFR Part 158) Product Name 

of another labeled for all the !lame uses on your label, you do not need 

l am responding to a Dats-C::!ll·ln Notice. and have-Included with this form a hst ol companies sent offers of compensation (the Da!tl Matrix lorm 
shotJld be used l'-'r this purpcse). 

j" 

lam u!lling the dte-a!! method of support, and have included with 
this fonn a US1 ol companies soot offers of oompensallon (the Data 
Matrix foon should be used !or this purpose) 

l ooly) 
fX' . .I 

tam_ ~.ing_the :;etectivQ method of support {or cilc-aU option 
i and have included wifh this form 

requirements (the Data Matrix form 

• OFFER TO PAY 

!Required if using the cHe-all method, or when m;ing the cile·all option under the selective method to sa!isly one or more data requirements} 

I hereby offer and agree to pay compensation, to other porwn:>, with r<>gard to the apPwva.l ol this application, to the !txtent required by FlFRA 

II 

I certify that this application lur registration. this form ror reregistration or this Data..CuJI-In response is oopported by all data submitted oc cited in 
the application for rag!strulion, the form lor reroglstm!lon, or the Data-Call-In rooponse. tn addition, If tho cite-all opDon or clto-aU op!lon under tho 
fl&lectiva method is indicated In Section 1, this application is supported by all data fo the Agency's riles thaf (1) concern the properties or affec!S of this 
product or an ldtrntlcal or sutmtanliatty similar product, or '-'Oe or mom of the tngrodiools in this product; and (2) Is a type of data that W'Ould be required to 
be submitted under the data requirements in effect on the date of approval of this applicallon if lho application sought the initial registration ot a product of 
identical or similar composition and uses_ 

l ct!rtlfy that for eacl1 exclusive use study cited in support of this registro!km or rerogislrallon, that t an1 !he oliglnat data submitter or that 1 have 
obtained the ,,;fit ten permission of the wlglnut data submitted to die that study. 

l certify that for each study died m support of this registration or reregistration l.hatls not an exclusive l.ltle study, either: (a) 1 am the original data 
eut>m!tter; (b) I have obfnined the permits ion of the original data eubmitter fo use tho study In support of this application: (c) all periods of eligibility for 
compensation have expired fot tho study: {d) the study is in the public titmature: 01 te) thaw ootilied In wr1\Jng the company tnat s~tlutshJCy unO 
have offeted (i} to pay compensation to the extent required by sections 3{c}(1)(F) and/or 3(c)(2)(6} of RFRA: and {ll) to commencetJ&gOtietlons tp 
determine the amount and terms of compensation, If any, to be paid for the usc of the study. • • • 

• • • 
l certify that in ad instaocw where an offer of compensation is required. copies of a!l offers to pay compensation and evidoo~ of~eir delivery in 

accordance with sections 3{c}(1){F} and/or 3{c)(2!(6) of FlFRA aro- aWJlJable and will be submitted to the Agency u~l't ~tst. Should1 fail to produ:::e 
such evidence to lhe Agency upon f(!quesll underz.tand that U1c Agency may initiate action to dooy, cancel or suspjmd rheomgislmtion o+my product in 
cot1101'1l'lity with FIFRA • • • • • • ! •' •• • 

• • 

f~~~;,l~oo~rt~lf=y~th~~~1~h:•~fl>~l:•~mo~~~'~'~h:•~vo~m~od~o~o~o:~~lo~~~nn~~•~n~d~o~l~l~~1•~•~h~m~•~ot:•:1:o:l~l:•~to~1tu~o~,~~~~·~"~d~o~o~~eM. la•~~tdge1hatany 
knowingly false or mlsl~mdlng stntom11n1 may bo punishable by fine or Imprisonment ofbolh • • • .:, . . 

1 o~''· , ,--c.c.".c.,-------1 
'rfJ. t:Y~ , A , 12/14/2004 li • •••• • 

7~ Chern Reg tntsmaoonalllC. Agent lor 'W~P'nl 

E?AI " 
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.,/"" .. 
( .... ~l U~ITED ST A n:s ENVIHON:\'1ENTAL PROTJ<:CTIO~ AGI<:NCY 

41)1 M Street, S.W. 
r. n.c. 20460 

Fnrm' d OMB Nn. 

t ~otice: The ptthlic reporting burden for this collection ofinfommtion is estimated to average 0.25 hours per response for registration acth·ities and 0.25 
hours per response fitr rcreg.istmtion nnd !>'}X!cial review activities, including ti.me fur teading the instruction and completing the ncces....;ary fbrms. Scud cmmncnts regarding the I burd1;11 f.'$\itnntc or anyQther aspect of this colkction ofinfommtiou. including .<.uggcstions i(tr reducing the hnrdcn to: Director, OPPE lnfumk'ltiun Management Division (2137), 
U.S. En"irmuncntal ProtcL>tion Agency, 401 M Strecl, S.W., Wa.'lhing.ton DC 2046(). Dnnot send the thnn tn this 

DATA :\1ATRlX 

I Date: December 14,2004 EPA-RCg Nt\./ File Sy;nb,;f- Page I of3 
(nut -et ussi •ned) 

830.1550 
N30.!600 
R30.1620 --- . ---

830.1800 
830.6302 

-~19-~~03 

~Name an :1 Address: Petro·Ctmuda Pnx!uct: 

-~Acid 

• • 
~ 

• _..__.._. 

. . .. 
• • • 

Spctialty Products <md Hnid!> I t-.HCROL PRt:::SER V.-\TIVE 
2489 North Sheridt~n Way 

c Study Name 

Product] 
f startinf:L! 

m of product~ 
n of the I 

1arv analp 
j limits 

1! state 
_Odor_ 

bilily 
tbility 
stabili!.L__ 

. ....... 
• • 

~voltage 

nnt_,.-i,., t:ANAUA L5K !_.68 

~c,~-01 
~-0 

{1 L\f.•l{ ---Q\ 

t (Jl.j lo4-0t 

~~~HI 
Q./,4 

~ O). 

r:::_o; 

4&'-l~ 
~-11.::-0.2 ___ !_ PeiN-C~imda-· 

1 Status Nnte 

Own MIC. 
Own MICROL-200.' 

CROL-2004-vt 
Otm MICROL-200·• "' 
Own MICR( 
Ov:n MICR( 
)Vvl1 MICR(JL· 

Qwtt MJCROL-2004--=0"-
L·20Q4-rP ---lwn MICROL-2004-

)V.1l MICROL-2004· --------- ---------······- --

Own 
D•~ Nl!LKUL·I.VV'i-' 
hvn MlCROL-2004"" .. ~ MlCROL-2004-
>wn Z..HGRO I -~:20_9:!:_ ----
lwn 

0V.1t 

-; . : . .. . . . . 
• • • • •• • • • • • • ~ ":.-1 • • • 

#.,.,,.~ ~-".U.'~ 

1 Name and Title I Date 
El [7.abeth Anne Bwwn 12/14/2004 

lutcmnthmnl, LLC. agent for Petro Canad;, 
EPt\ Fonu 8570-35 (9-97) I c and Paper w:rsion~ ~- Submit only Paper version. Agency I IJs.c Copy 

~ ., 



• 

• 

.. 

.'5 

li 
~~ 
~Q 

1 -!' -~ 
)! 

,a 

• •• •• • • ••••• 
•• • • •••••• 

• • • • • •••••• 

•••• • •••• 
•••• • • •••• 

• 
• • • • • • • ••• 

• •••••• • • 
• 

• • • • • •• • • 
• •••••• • • 

141 



• • --:?·· ··~ Fnnn Appmwd 01\..JB No. 2070-0060 f .ft \ ,w' 
'-' 

UNITED STATES ENVIROI"\l\"IENTAL PROTECT!Ol'i AGEI"\CY 
4011\1 Street,S.W. 

WASHINGTON, D.C. 2046Q 
Pnpcrwnrk. Rednctilm Act Notice: nrc public rcp<~ning ban len for this collection or information is estimated to ll\'Cragc 0.25 hours per response for rcgistfiltion activities and 0.25 
hours per respmmc for rercgistrotion and speeial review activities, including time: fm reading tlJC instntctiouand completing the 1\tt{!:>-"ary forms. Send commems n.:g.arding the 
burden estimate nr any other aspect of this. collcclion of infnmtation. including suggestions for reducing the burden to: Director, OPPE lntOrnmtkm Mtmageutenl Divi:;ion (2137), 
U.S. Erwironmcntul Protection AQ.cncy. 40J M Street. S.\V .. Washin).ltcm DC 204h0. Do nnt send the fomtlo this addrc!>s. 

Date: D~Xembcr 14, 201)4 

Applicmll's.'Rcgi;;tram's Name !Uld Addrcs.~: 

Ingredient: Bco:r.oic Acid 

DATA ~1ATRL"X 

Pclro-Canada 
Spccinhy Pmducts nml Fluid~ 
2489 Nonh Sheridan Way 
Mississauga, Ontario CAN/illA I.SK lAS: 

IG Guideline Smdy Name 

S-30.7100 
830.7200 
100.7220 

ls7oL_ 
1200 

870,1300 
S70.2400 
R70.2500 

j S70.: 

.. . . . 
• • • • 
• • 

t;;o 

1 Boiling_£2int 
Den_~ilv 

Vapur 
Acute oral tnxicitv 
Acuted 
Acutci __ 

I yeye 
; ! ! •! Primarv derrnal i 

~ 
• • - ~ -. 

liSt ~..(,.L. 7<:5~ ..... ___.~ 
EPA FJ)rm 8570-35 (9-97) Elt:1::tronic :md Paper Paper 

I 
EPA Reg ND.! File Symbol 
(not vet w-:sil.!ncd) 
Product: 
MlCROL PRESERVA"fiVF 

____ ... 

j Status 

Own 
_Qwn 

Own 
Own 
Own 
Own 
0\\11 

0\\1t 
Own 

L9wn 

Own 
Own 

~Own 

I P~gc2 of3 

Nntc 

MICROL·2004-· 
MICROL-2004-v.-
MICR0!.-2004-
MICRO 
MICRO 
f\.HCROL-2004-v.::: 
MICROL-2004:Q' 
MICROL-2004_:!2 
MlCRC 
1"vUCRC •.. 
MICROL·.::VV"t-' 
MICROL-2004-v. 
1\-IlCROL-2004-0 
MICRO 
MICRO 
MlCROL-2004~3 

MICROJ.-2004-03 
MICROL-2004-03 

}{nme and Title Date 
Elizabeth Anne Browu 112/14/2004 
r·h~n•u,.., r ......... ,,.,;,",~' LLC, agent fCir Petro Canada 

Agency J Usc Copy 

' • 



- -#""' Form Approved OMB No. 2070-0060 \=l UNlTBD STATES I!:NVlRONMEI'>TAL PROTECTION AGENCY ,,.7 
401 M Slreet,S.W. 

W ASillNCTON. D.C. 20460 
Paperwork Reduction Acl Notice: Tile public rt.1J!.triing burden lbr this collection of intOnnation is estimated tn U\1-'rd.gc 0.25 hours per response for rc~:,'istration activitit-s and 0.25 
hours per !'espouse for reregistration and special review activities, including time fur reading the in~truction and completing the nccc~:.~ary fomts. Send commenh; regarding the 
burden c:stimntc many other aspt."t:t nfthis colle<:tion ofinfunn<~tfon, including suggestions for reducing the burden to; Director, OPPE lnlhnnation Management Division (2137), 
U.S. Enviromncntal Protect inn A~cncy, 401 M Street, S.W., \VnshiuRtonDC 20460. Do not send tit¢ form to this ;~ddress. 

DATA MATRIX 

Dute; i)e(:cmbcr 14, 21XJ4 .EPA Reg: No./ File Symbol ~Page 3 of3 
(not yet assigned} 

Applicanl's!Registrant's Nome and Address: Petro-Ci!uada Prnduct: 
Specialty Pmdncts and Fluid<; MICROL PRESERVATIVE 
24R9 North Sheridan W;~y 
Mississ;mga, Onlario CANADA L'\:K IA8 

Ingredient'. Bcrtt.ttic Acid 

Ciuit!dine Referertce Number Guideline Study Name MRIDNumber Submitter Status Note 

870.3250 Repeal dose dentlaltoxicitv Petro-Canada Own MICROL-2004-03 
870.3465 Subchrmtic inlmlation toxicit Petro-Ca1mcln Own MJCROI.~2004·03 

870.3700 Develoumcntal tnxicit Pctro-Canm.ia Own MTCROI.-2004.{)3 
870.3800 Reproductive toxicity Petm-Canada Own MlCROL-2004-03 
870.5100 I\·1ula ,;:nicity 0 

•• bacterial ~ene mutation Petro-Catt.1da Own MJCROL-2004.{)3 
870.5265 In vitro mnk"1J:\enicitv Petro-Cauada O•n MICROL-21104-03 
870.5300 t·fnta enicilv · maunuulian cell!\ in cul!ore Pclni-C'Utlada Otm MJCROL-2004-{)J 
:t?0.5380 ht vivo cvtu •cnetics Pctna-Canada 0\\'lt MlCROL-2004-03 
RSO.IOIO Daphnia acute toxicity Petro-Cillutda Own MICROL-2004·04 
850.1075 Acute toxicitY- tish Petro-Canada Own MICROL-2004-04 
850.2100 Avian ncute toxicit ' Petro-Cauada Ovm MICROL-2004-05 
835.2120 li ·droh•sis Pctro-Crmada Own MICROL·2004·06 

• • • • ••• •• • • •••• • 

• • • ••• • ••• 
• • • • • • • 

'":"'"" :·: . : . . . . .. • 
~namre • • •• • • • Name and Title Date 

Elizabeth Anne Bmw:tt 12il4/2004 
~u~.t,.<,.. tf.~~.A£,., 'x!{..._o.w~ Cl11::mRcy lntcmatinual, LLC, agent for Petro Canada I 

l!PA Fom1 3570-.35 (9-97) Electronic and Paper vcn;ion..-. available. Submit Dnly Paper version. Agency lulernal t:se Copy 

• • 

• 



UNITED STATES ENVffiONI\IE.~TAL PROTECTION AGJ<;NCY 
401 M Street, s:w. 

per rc~p(ln~e 
hours per n.·l·•punsc fur rcrcgistmtion and special review time for iJlstrucHon mtd completing the necessary form~. Send comments reg;~.rding the 
burden estimate or any olhcr aspect of this collectiou 
u.s. 

DATA MATRIX 

Specialty Products aud Flttids 
2489 North Sheridan Way 

burd¢n to: Director, ()PPF. lnl(nmatiou Management Division (2137), 

M1CROL PRESERVATIVE 

for Petro Cauadn 

' 
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UNITED STATES ENVIRO:"rr:MENTAL PROTECTIO:'Ii AGENCY 

401 M Street, S. W. 
W ASIIINGTON, D.C. 211460 

Form Appwvcd OMB No. 2070-0060 

Pnpe-rviork Reduction Act 1"\oticc: The public reporting burden tOrtllis collectioJlof infonn3£1(ifi\~-CS,imatct! to average 0.25 hours per rcspnnsc for registmtion activitie."and 0.25 
hours pe-r response for reregistrntion and speci;~lreview activities, inclJ1ding time tOr reading the instn1ction and compleling the necessary fonns. Send comments regarding the 
hurdc:u estimale or any other n5pt:ct of this collection of information, including suggestions tOr reducing the burden ttl: Director, OPPE InfOrmation M:magt:ment Division (2137), 
U.S. Environmental ProtcctionA)":(encv, 401 M Street, S.W., Washin.e:ton DC 20460. Do not send the fbrm to thi~> addrcs:-;. 

Dnte: Deccmlx:r 14, 2004 

Applicant'siRegistrant's Name and Address: 

Ingredient: Benzoic Acid 

~ 

DATA 1\'L\TRIX 

Pctro-Canada 
Specialty Product." and Fluid-. 
2489 Nmih Sheridan Way 
Missis.saugn, Ont1rio Cr\NAD/\ L5K lAS 

EPA Reg No.f File Symbol 
{.not yet nssigued) 
Product 
MICROL PRESERV A TJVE 

Page 2 of3 

for Petro Canada 

'l 



• 
UNITED STATES ENVIRONMto:r\TAL PROTECTIO~ AGK.'ICY 

4111 M Street, S.W, 

to average 
hours per response tOr n:rcgi~tration and special review activities, including time fi1r reading the instnJction and completing the necesS<lry ~Onns.. Send comments rc!larding the 
burden estimate or ;'lny other aspect of this collection ofi11fonnation, including ~;uggcstlons. for reducing tile burden to: Director, OPPE Infumtatilm Management Divisitm (2137), 

· ton DC 2046H. Du not send the form to this address. 
T>•'T'~ ll,.fA'T'Tl1V 

Specialty Products and Fluid~ 
2489 North Sheridan 

IAK 

MlCROL PRESERVATIVE 

EUznbeth Anne Brmvn 12/14/2004 
u.c. 

' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

February l 0, 2005 
DFFICE~W 

I'RH\'EN'IlON • .f'lO.STJCJDP.S ANI) 
TOXIC SL:OSrA,"iCJ:S 

CHEMREG INTERNATIONAl. LLC 
PETRO*CANADA 
1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VA 22191-2383 

Report of Analysis for Compliance with PR Norice 86-5 

Thank you for your submittal of09-FEB-05. Our staff has C(tmpleted a prelimhtary 
analysis of the materiaL The results are provided as follows· 

Your submittal was found to be in full compliance with the standards for submission of 
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with 
M1tsr~::r Record \D's (MRIDs) assigned to each document submitted. Please usc these numbers in 
all tiuurc references ro these documents. Thank you fOr your cooperation. lfyou have any 
questions concerning this dam submission, please raise them with the cognizant Product Manager, 
ro whom the dar~ have been released . 
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United States Environmental Pfotecrion Agency 

Washington, D.C. 20460 

Office of Prevention, Pesticides and Toxic Substances 

Office of Pesticide Programs 

P,.ntimictobial Division 

FAX NUM:BER(703) 308- fl/f-8( 

FACSIMILE REQUEST/COVER SHEET 

(Please type or print dcarJy in black ink only) 

SEND FAX TO: 

Name::_ ----------------~E_uli~~~b~~~~B~~~w~~~------
Office:: ______________________ ~C~~~~-R~~~r-------------
F AX Phone No .. _________ · _;Ji;;!..;. :L__:iL1.-<a.<L~CJ~fofa~'j?~---
FROM: 

Name==~--------------~~~~~--L~a~~~k~--------------
Division!Branch: ___ '---.. __________ .....J!l.!J ________________ _ 

Office Phone No. ______ 1JiD,;_;~)'---'~»08'dL--'IPe:'J~I!....5L--------

Office Room No. ___________ -,---,---'--~------

Mail Code: 7:510 C.. Date:--..J<I....,['-!.n_,..['-"o,_,s!-- Time: 

Number of pages (with this cover sheet): _ _...5,____ 
. Special Message: 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

• • • • • • •• • • • • • • • • • •• • • • •••••••••• 
: : • • De:r.a,bef!29 ~cA->4 : . ... -~ .. . . . 

OFFICE OF 

Pm 3J 

•• • •• • 
Plll\\'tXl'lUX. I'ESTK'IPUi A:--:lJ 

T0:-..1C Sl'R'lTA\CFS 

PETRO-CANADA ! • : ! ! ! er':J 
1990 OLD BRIDGE ROAD. SUITE 20l,. ;" :1; . .\J' ·c--
LAKERTDGE. VA 22191-2383 ~c<>-,.'·'x\- r,f<i;-/ 

.Y' ,._o"' / 1~0"> u>''? 
'?; / Q.\~e> / 

Report of Analysis ft)f Compliance with PR Notice 86-5 

Thank you for your submittal of 16-DEC-04. Our statrhas completed a preliminary 
analysis of the material. The results are provided as follows: 

Your data submittal was found to be partially in compliance with the standards for 
submission of data contained in JlR Notice 86<\ with the exceptions noted below. A copy of 
your transmittal bibliography is enclosed, annotated with the Master Record 1D1s (MRTDs) 
assigned to <.-at.:h dncumcnt accepted. Please use these 11umbcrs in all fUture retCrences to these 
documents. 

If deficiencies were found ·which apply to individual accepted studies. they arc listed helow 
follt)wing the applicable MR1D. Any document which has been assigned a MRID has been 
accepted under PR Notice 86~5 lfany comments related to a MRTD appear on thls report, they 
are provided for your information and reference when preparing future submissions. Some 
individual documents were not acceptable, and all copies arc being retumed to you for correction 
fi:>r the reasons indicated below . 

These rejected studies have been assigned scpantte identification numbers which are 
annotated on both the enclosed bibliography and the rejected document labels 

The !"l!jected studies and their deficiencies are described below 

Rejected Study [0 1]: 
* The presence of a Confidential Attachment cutises a direct contllct wiih the No Claim 

ofConii.dentiality statement. (See Confidential Auachmcnt Page 23) 
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t99<l 0L,J) BRIPGE.ROAn,. S;rt.r.;r£ 201 
LA~ Jtfnt;I;., 1r1!R~d.·1A dW.J!9,zN2383 

• • • • • •• • • • • • • • • • • • • • • ••• • •• • • 

464327..00 

ENMAIL: brown@chemreg.com 
MA~: 
Fax: 

703~492N0445 

703-492-0668 

ELIZABETH A. BRO\VN, J>n.D. 

December I 6, 2004 

... 
• •• • • ••• 

•• • • • • •• • • 

• • • • • ••• • • • • 

\\'EB SITES: '\\'\\""-'·Chemreg.com 
\'l"'lnv.pesticide.net 

Document Processing Desk (APPL, REGFEE, NEWCO, COADR) 
U.S. Environmental Protection Agency (7505C) 
Office of Pesticide Programs 
Room 266A, Crystal 1\·1all 2 
1801 South Bell Street 
Arlington, VA 22202-4501 

Attn: Velma 1\oble (PM 31) 

Rc: Application lOr Registration ofMlCROL Pre~crvative 
Request for Company Number 

Denr Velma: 

On behalf of our client, Pcrro-Canada, Specialty Products and Fluids (Pctro-Canada), 
enclosed please fmd an application for registration of t\1TCROL Preservative, which contains a 
new antimicrobial active ingredient. 

This npplication has been previously discussed with the Agency, including discussion on 
Jw1e 5, 2003 fOr the required approach rtnd multiple discussions and communiC<ltions during 
February through May 2004. 

Tills application is subject to PRlA. \Ve believe, based on cnnver:;ations with Mr. Dennis 
Edwards, that this application is Fcc Category A38, with i.he associated fee of$90,000 .. Please 
contact me directly at 703N492-7905 or bnv,:x.'J1(Q:!che!nre:;mrn_ if there any questions regarding the 
PRIA category. 

CONSC..7~TANTS TO SUCCESs'"" 

Q\·er One Hundred and Ftfly Years of Combined hJ>erienec A~sisting (',.hemical, Pesticide, 
Bio-Chemical and Life Sdcncc Companies on a \Vide Runge of Issues, Including Regn1n1p~2 
Strategies1 Registration, Data S11pport and Compensation, Quality Assurance, Study De~ 

and Scientific Matters. 

~~--------------------



-------:-:---:-:-------···~ ~~ 

• 
• 

• 
• 

"1.1! t • • • • •• 
Letter to V. Noble, Decem her l~ +y<lJ"+~Pllgr; : : • : : :. 

• • • • • •• • • • • • • • • • •••• • ••• • •• • • Enclosed witJ1 this application, please- fl.nd the following: 

••• •• • 
1. EPA Form 8570-1 !. ! ! : : 

A •• ••• 
2. EPA Form 8570-34, Ccrtill~<Jtiton \\;tJ: respect to citation of data 
3, EPA Form 8570~35, Data matrix (Agency Usc and Pub he File copies) 
4. EPA Form 8570-4, Confidential Statement of Formula 
5. A letter fiom Petro-Crmada, requesting a new company number and assit,'Tling 

Chem.Rcg International, LLC, as their US agent 
6. Five (5) copies of the proposed labeling 
7. Transmittal bibliography 
8. 111fee (3) copies of each submitted study) 

If there are any questions or if anything fUnher is needed, please do not hesitate to contac1 
me directly. Please keep me infonncd of the progress of this application . 

Regards, 

Yl' . . 
( Z'!u-'-hi/ tUw~L hv.:·w., .. ./ 
Elizabeth Aruw Brown 

cc: Pciro~Canada, Specialty Products and Fluids 
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TRAJ'i.Sl\'lJTfr f..J..DQ(l;)MENT 
• • • •••••••••• • • • • • •• • • • • • • ,!t , • • • ••• 

• ••• ;:,aoutitter • • 
Pt1ro..Canada 

SpecialJ.}lPr~uct ~d Fluid'< 
2489 ~rtlj ~~efi.cJm \Vay 

Mississauga, ~ptmlo l$.!1A8 CA"\ADA 

Rcgtliaton action in support of which this J}:tckage i.~ submitted 
New Product Rcgistrntion (New Antimicrobial Active Ingredient 

(MlCROL Preservative, no company number yet assigned) 

Transmittal Date 
December 16,2004,2004 

Submitted Studies 
~---MRID "-"-- -"""-""""-""-"--~--, I 

', ---- 1·-~---"------ i~" _A_d_m_l __ nistrative Materials 
---i 

' 
/ Docu~ent 1: ~~---"-------"·· _ Brown, EA. Dec I 4, 2004. ~~CROL Preservative. ;rodnct \ I Reject (01) I ldentity, Composition, and Analysis (G!oup A). Rep~rt :.=o. 
i - / MICROL-2004-0 l. ChemReg Jntcrnatmual, LLC. 7 t f-----· ·-------- -. page~>. CoHta.ins Busiu~ss Confidential 1.~Uonna.,t;~o~n'-~-------, 
! Document2: I Brown, EA. November 22, 2004. MTCROL PrescrvMive, 

46432702 Physit:al and Chemical Properties (Group B). RcpOJi !'o. 
' MICROL~2004·02. CbemJ{cg International, LLC. 43 

Company Offidai 

Company Name: 

Company Contact: 

Phone X umber: 

~~..1d'.-IAJ... ~L~•7__./ 

ChemRcg h1temational, UC., Authorized Agent for Buzz Gff LJs.:ct Sh;eld 

Elizabeth Arme Brown 

703 .. -492~7905 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 29, 2004 

PETRO-CANADA 
1990 OLD BRlDGE ROAD, SUITE 201 
LAKE RIDGE, VA 22191-2383 

Report of Analysis for Compliance with PR Notice 86-5 

OFFlCEOI' 
f!{LVE>.lJO~, PFSJ1ClDES ANI> 

TO>-.JC SUDST-\>.:CI-,S 

Thank you for your submittal of 16-DEC-04_ Ottr staff has completed a preliminary 
analysis ufthe material The results are provided as follows: 

Your data submittal was found to be partially in compliance with the standards \Or 
submission of data contained in PR Notice 86-5, with the exceptions noted below, A copy of 
your transmittal bibliography is enclosed, annotated with the !\·:Jaster Record lD's (MlUDs) 
assigned to each document accepted_ Please usc these 11umbers in all future retCrcnccs to these 
documents_ 

lf deficiencies \>,'ere fmmd which apply to individual accepted studies, they are listed below 
followiug the applicable MRID. Any document which has been assigned a :MRJD has been 
accepted under PR Notice 86~5_ !fany comments related to a MRTD appear on this report, they 
are provided for your information and reference when preparing future submissions. Some 
individual documents were not acceptable, and all copies are being returned to you for correction 
for the reasons indicated below. 

These rejected studies have been assigned separate identification numbers which are 
annotated on both the eucloscd bibliography and lhe rejected di)Cumcnt labels. 

The rejected studies and their deficiencies arc described below 

Rejected Study [0 l ]· 
* The presence of a Confidential Attachment causes a direct con !lie! witJt the No Claim 

of Confidentiality statement (See Conlidc-ntlal Attachment Page 23) 
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1990 OLD BRillG:E ROAD, SlJITE 201 
LAKE RlDGE, VIRGINIA 2.2192-2383 

464327..00 

DIRECJ': 703~492.~7905 
MAIN: 703~492-0445 
Fax: 703-492~0668 

E-MAil.: hrown@chemreg.com 
'\VIIDSrn:s: '\-1."\'\'VI'.chemreg.com 

"'WV\'.pes_ticidc.nct 

ELIZABETH A. BRO\VN, Pn.D. 

December 16, 2004 

Document Processing Desk (APPL, REG FEE, 1\EWCO, COADR) 
U.S. Environmental Protection Agency (7505C) 
Office of Pesticide Programs 
Room 266A, CrysC1I Mall 2 
1801 South Bell Street 
Arlington, VA 22202-4501 

Attn: Velma 'Noble (PM 31) 

Re: Applit.-a.tion for Registration ofMICROL Preservative 
Request for Company Number 

Dear Velma: 

On behalf of our client, Petro-Canada, Specialty Products and Fluids (Petro-Canada), 
enclosed please find an application fur registration ofMlCROL Preservative, which contains a 
new antimicrobial active ingredient. 

'This application has been previously discussed with the Agency, including discussion on 
June 5, 2003 for the required approach and multiple discussions and communications during 
February through May 2004. 

This application is subject to PRV\. We believe, based on conversations with Mr. Dennis 
Edwards, that this application is Fee Category A38, with the associated fee of$90,000 .. Please 
contact me directly at 703-492-7905 or brmm{QJ.d~mreg.,com if there :my questions regarding the 
PRV\ category. 

CONSl1LTAJ\7'S TO SUCCF ... ')b-.R.u 

Over One Hundred and Fifty Years of Combined Experience Assisting Chcmic.al, Pesticide, 
Bio-Chemical and Life Science Companies on a Wide Range of Issues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Dfrll!.17 

and Scientific Mutters. J f 



-----------~~~--

.. 

Letter to V. Noble, December 16, 2004, page 2 

Enclosed with tltis application, please find the follotving: 

I. EPA Fonn 8570·! 
2. EPA Fom18570-34, Certification witl1 respect to citation of data 
3. EPA Fonn 8570~35, Data matrix (Agency Usc and Public File copies) 
4. EPA Fonn 8570-4, Confidcntlal Statement ofFonnula 
5. A letter from Petro~Canada, requesting a new company number and assigning 

ChemRcg International, LLC, as their US agent 
6. Five (5) copies of the proposed labeling 
7. Transmittal bibliography 
8. Three (3) copies of each submitted study) 

e Ifthcre arc any questions or if anything further is needed, please do not hesitate to contact 
me directly. Please keep me infonned of the progress of this application . 

• Regards, 

/"<Z. M :,_,, · /1 ,/J. I . <J ~ -!'./ ~_,{_. FJ'-C',(U'T-.../ .. 
Elizabeth Anne Bwwn 

cc: Petro~Canada, Specialty Products and Fluids 

• • 
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TRANSMITTAL DOCUME!';T 

Submitter 
Petro-Canadn 

Specialty Product and Fluids 
2489 North Sheridan \Vay 

Mississauga, Ontario LSK lAS CANADA 

Rcnulator\' action in support of which this package is submitted 
New Product Registration (New Antimicrobial Active In!:,.rredicnl 

(MICROL Preservative, no company number yet ussigncd) 

~--r--
1__ ,MRID 

Transmittal Date 
Dec~,nbcrl6,2004,2004 

Submitted Studies 

...J!~-
-------~ 

'i-::··::-:._ ___ --+-----------·! A~un"'· '"i"-sw,..,t::i',.,'"co~c-·l,m,e'-'ri"al,s _______ _ 

I
f Document 1: / Brown, E.A. Dec 14, 2004. MICROL Prcservati·ve. Product 

Reject (01) · Tdenlity, Composilion, and .J\.nalysis (Group A). Report No. 
I !\HCROL-2004·01. ChcmReg Internatiollal, LLC 77 

pages. Contains Business Confidential !nfonnation 

I Document 2: [ 

I 

--I 
j Brown, E.A November 22, 2004. l\flCROL 1)reservativc. 
, Physical and Chemical Pmperlies (Group B). Report No. 
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OPPTS 850.2100 A\ian Acute ToJ..1citv 

Pt1ro·Canada 
1\·flCROL-2004-05, page 4 

A front the requirement to conduct a study to delenniue tl1e acute toxicity ofMICROL Preservative is 
requested. MICROL Preservative is 1 (10% USP grade benzoic acid, an extremely well-known direct 
food additive and preservative. The proposed usc is indoor, nonfood, as an antimicrobial additive to 
lubricaling oils used in food processing equipment. While it and the very closely related sodium 
benzoate have been extensively researched and are ubiquitous in nature, there are no known studies to 
detennine the acute oral toxicity of either compound to birds. However, then:: arc adequate bases for 
determining that such a study can be waived without unreasonable adverse effect. 

Natuml occum-ncc ofBenzoic: Acid: {a~ cited _from WIIO 2000) 

"Ben7..oic: acid is produced by many plants as an intermediate in the fonnalion of other compound." 
(Goodwin, 1976). High concentrations are fOund in certain berries .... Benzoic acid has also been 
detected in animals {see section 6.1). Benzoic add therefore occurs natumlly in many foods, 
including milk products {Sieber et al., 1989, 1990).'' 

"Generally, beuzoic acid can occur in almost all environmental compartments. Whether it exists in 
the undissociate<l or dissociated fonn depends on the specific physicoehr.:mical conditions. Above pH 
6, the benzoate anion prevails (Chipky, 1983)." 

"Benzoic acid occurs naturally in free and hound form in many plant and animal :,.1Jecies. It is a 
common metabolite in plants and organisms (Hcgrulut.:r, 1992). Appreciable amounts h:wc been found 
in gum benzoin (around 20%) and most berries (around 0.05%) (Budavati et al., 1996). For example, 
ripe fruits of several Vaccinium specie!; (e.g., cranberry, V. vitL~ idaea; bilberry, V. macrocarpou) 
contain as much as 300~1300 mg free benzoic acid per kg fruit (Hcgnaucr, 1966). Benzoic acid is also 
formed in apples afi(,'f infection with the fungus Neetriu galligeua (Harbome, t983) or in Piuus 
rlnmberf:,.tii callus inoculated with a pathogenic pine wood nematode (Bursapltelenclms >..ylophilus) 
(Zhang et aL, J 997). Among animals, benzoic acid bas been identified primarily in omnivorous or 
phytophageous species, e.g .• in viscera and muscles of the plannigan (Lagopus mutus) (Hegnauer, 
1989) as well as in gland S~..'Crctions of male muskoxeu (Ovibu::; mosclwlm) (Flood et al., 1989) or 
Asian bulJ e1ephauts (F.Icphas nuu:inw.s) (Rasmussen et a!., 1990)."' 

"Owing to its oc<.:urrcncc in many organisms, benzoic acid is natumlly present in foods (review in 
Sicberct ai., 1989, 1990). Some typical examples specifying r<.:portctl ranges of means in selected 
foods have been compiled from Sieber et aL (1989) as follows: 

Milk 
Yoghurt 
Cheese 
Fmits {excluding Vaccinium species) 
Potatoes, beans, cereals 
Soya flour, nuts 

tntces - 6 mg!kg 
12~40 mglkg 
traces ~ 40 mg/kg 
trnces ~ 14 mg!kg 
Jraccs- 0.2 mg!kg 
I ,2~llmg/kg 

"Honeys from diffcrcnl floral sources (11 = 7) were found to contain free benzoic acid at 
concentrationsof<IO mglkg (n = 5) and of<lOO mg!kg (n = 2) (Stocg & Montag, l987).n 
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Pcrro-Cruwdn 
MtCROL-20n4-05. rmgc 5 

"After oral upt:.-1ke, benzoic acid and s.odium ben?.Oate arc rapidly absorbed from the gastrointestinal 
tract ami metabolized in the liver by conjugation with glycine. resulling in the fomtation of hippuric 
acid, which is rapidly excreted via the urine. To a lesser extent, benzoatcs applied dennally can 
pcnctrote through the skin. Owing to rapid mctHbolism and excretion. an accumulation of the 
benzoatcs or their metabolites is not to be expected." (WHO 2000) 

'·In the acid conditions of the stomach, the equilibrium moves to the undiss.ociatcd bcnwic acid 
moli.>cUle, which should be absorbed rapidly. BenLoatc from sodium benzoate would change from the 
ionized fom1 to the undissociatcd bL'llloie acid molecule, As a result, the metabolism and systemic 
effect<; ofbcn:t..oic acid and sodium benzoate can be evaluated together!' (WHO 2000) 

WHO 1996 reports that birds metabolize benzoic acid :~cid and sodium bcn:wnte in a similar manner 
to man and other ntammnl. with rapid cxrection primarily ns hippuric add . 

The acute oral LD50 of benzoic acid to rats is 2000-2500 mg/kg bw (lgnat'cv (1965), as cited in 
Wl-10 1996). According to the RTECS Database for Benzoic ncid {RTECS # DG0875000), the acute 
ow.l LD50 in r;1ts is I ,700 mglkg_ bw (as cited by NlOSI\, 2004). 

"With oral LD:ITJ values (administration by gavage) of 3040 mg benzoic acid/kg body weight in rats 
(Bio~Fax, 1973) zmd 1940~2263 mg benzoic acid/kg body weight in mice (McCom1ick, 1974; Abc et 
aL.19S4), the acute toxicity ofben7.olc acid is low. Clinical signs of intoxication (reported for rats 
ouly) induded diarrhoea. muscular weakness, tremors, hypoactiVit}', and emaciation (Bio~Fax, I1J73). 
With oral LDso values of2.100..<!070 mg sodium benzoate/kg body weight in rats, the acute toxicity of 
sodiun1 benzoate is similar to that of benzoic acid, as arc the symptoms (Smyth & Carpenter. 1948; 
Deuel ct a!.. 1954; Bayer AG. I 977)." (as cited in WI-IO 2000), 

With similar metabolism !o mammals, and 'vith the known low toxicity of benzoic acid to mammals, 
there is 110 rc.:1son to amicipatc thut this compound would be more toxic to birds. In fact, ben7.oic acid 
often is added as a prescnrative to poultry feed at levels not exceeding O.l'Vo. The acute toxicity to 
birds is expected to be similar to that in Tllil.mmuls, or approximntely at the limit dose required in 
OPPTS 870.2100. 

Conclusion 
On the ba.<:is oft he above, it can be reliably concluded that benzoic acid will be of a low order of 
acute toxicity to avian species. Birds such as would be used in conducting a study (either Northern 
bobwhite, Coli nus virgt'nimms (L), or mallard, Anas pla(Jwhy11clws L.) are exposed to high 
L'llViromnentallcvcls of benzoic acid, with no known adverse etYects ever having been reported. 
Benzoic acid can be considered to present little hazard to avian ~;pccies from the proposed usc of 
MICROL Preservative. 
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lleferences: (full reports are included in l'etro-Canada Repon MICROL-2004-03) 

WORLD HEALrH ORG.'..NJZATION. 2000. CONCISE INTERN A TIONA!. CHEMICAL 
ASSESSMENT DOCUMENT NO. 26. ENZO!C ACill AND SODIUM BENZOATE 

WORLD HEALTH ORGANIZATION. !996. BENZYL ACETATE, BENZYL ALCOHOL, 
BENZALDEHYDE, AND BENZOIC ACill AND ITS SALTS. TOXiCOLOGiCAL 
EVALUATION OF CERT AfN FOOD ADDITIVES. Prepared by the 46m meeting of the Joint 
FAO/\VHO Expert Committee on Food Additives (JEFCA). WIIO food Additives Series 37 

NIOSJ-L 2004. RTECS Database for Benwic Acid 
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OPPTS 850.2100 Avian Acute ToxicitY 

Pctru-O:mada 
MICROL-20H4-05, pagt! 4 

A from the requirement to conduct a study to determine the ;tCute toxicity of MICROL Preservative is 
requested. MTCROL Presemltive is100% USP grade benzoic acid, an extremely weB-known direct 
iOod additive and preservative. The propuscd u.~e is indoor, nonJOod, us an antimicrobial additive to 
lubricating oils used in food processing equipment. While it and the very closely related sodium 
benzoate have been extensively researched and are ubiquitous in n;J.ture, there !lre no known studies to 
dctem1ine the acute oral toxicity of either compound to bird.<>. However, there nrc adequate bases for 
detennining that such a study can be waived without unreasonable adverse effect. 

''Benzoic acid is produced by many plants as an intcnnediatc in the formation of other compounds 
(Goodwin, 1976). High concentrations are tOund in certain berries .... Benzoic acid has also ix'L'Il 

detected in animals (see scction6.1). Benzoic acid therefOre occurs naumllly in m;my foods, 
including milk products (Sieber et ul., 1989, 1990)." 

"Generally, benzoic ncid can occur in almost all environmental compartmcms. Whether it exists in 
the undissociatcd or dissociated fom1 depends on the specific physicochemical conditions, Above pH 
(,,the benzoate anion prevails (Chipley, 1983)." 

';Benzoic acid occun~ naturally in free and bound form in many plant and animal species. It is a 
common metabolite in plants and organislllS (licb'Uaucr, 1992). Appreciable amounts have been found 
in gum benzoin (around 20%) and most berries (around 0.05%) (Budavari eta!., 1996). For example, 
ripe fruits ofse\'cml Vaccinium species (e.g., cranberry. V. vitis Mae-a; hi! berry, v: macrocarpou) 
conwin as much as 300-1300 mg free benzoic acid per kg fruit (}JegnaU(:r. 1966). Benzoic acid is also 
fanned in apples aficr infection with the fungus lt/ectria galligetm (Harbomc, 1983) or in Pinus 
thunbergii callus inoculated with a pathogt-'Uic pine wood nematode (Bursaphelenc/Jw; J.:y/ophilus; 
(Zhang et aL, 1997). Among nnin1als, benzoic acid has been identitied primarily in onmivorous or 
phytophagcons species, e.g .. in vi seem and musck>s of the ptarmigan (Lagopns 111111usj (Hcgnauer, 
1989) as well as in gland secretions of male muskoxen (Ovilms mosclmws) (Flood eta!., J9R9) or 
Asim1 bull elephants {Eieplws ma:dmus) (Rasmussen Cl al., 1990).'' 

"Owing to its occurrence in many orgnnlsms, b!..':Uzoic ;u:id is naturalJy presem in ti:mds (review in 
Sicher ct a!., 1989, 1990). Some typical cxmup1cs spt-...:ifying n..-ported ranges of means iu selected 
foods have bccu compiled from Sieber et ilL { 1989) !lS follows: 

Milk 
Yoghurt 
Cheese 
Fmits (excluding Vaccinium species) 
Potatoes, beaw>. cereals 
Soya flour, nuts 

tr:JCCS- 6 mg/kg 
12-40 mglkg 
traces - 40 mg/kg 
lraces - 14 mg!kg 
traces- 0.2 mg!kg 
1.2-11 mglkg 

"Honeys from different floml sources (n = 7) Wt.'TC fnund to contain free benzoic acid nt 
concenlrntions of <I 0 mgikg (11 ;;c 5) and of <100 Ulg/kg (11"" 2) (Skcg: & Montag, 1987)." 

169 



• 

• 

Li£ute toxicitv ofBeuzoic~.JQ.M?.m!llill:um.d Rclatign to Bird.~ 

Pclro-Cunnda 
\11CROL-2U04-05, page 5 

"After oral uptake, benzoic acid and sodium benzoate are rapidly absorbed from the gastrointestinal 
tract and mernbolized in the liver by conjugation with glycine, resulting in the formation of hippuric 
acid, \Vhich is rapidly ext..Teted via the urine. To a Jesser extent, bcnzmttc.<; applied dcrmt~lly can 
penetrate through the skin. Owing to rt~pid metabolism and excretion, an accumulation of the 
bent..oatcs or their metabolites is not to be expected.'' (WHO 2000) 

''In the acid conditions of the stomach, the equilibrium moves to the undissociatcd benzoic acid 
molecule, which should be absorbed rapidly. Benzoate from sodium benzoate would change front the 
ioniz.ed form to the undissociated benzoic acid molecule. As a result, the metabolism and systemic 
effects ofbcu?.Oic acid and sodium benzoate can be evaluated together." (WHO 2000) 

WHO 1996 n:ports that birds mctaboli7.e benzoic acid acid and sodium benzoate in a similar manner 
to man and other mammnl. with rapid exrcction primarily as hippuric acid . 

The acute oral LD50 ofbt:nzoic acid to rats is 2000-2500 mg/kg bw (lgnat'ev (1965), as cited in 
WllO 1996). According to the RTECS Databuse for Benzoic acid (RTECS It DG0875000), the acute 
oral LD50 iu rats is l ,700 mg/kg bw (as cited by NIOSH, 2004). 

"With oral LD51J values (administration by gavage) ()[ 3040 mg benzoic acidfkg body weight in rnts 
(BiowFax. 1973) and !940-2263 mg benzoic acid/kg body weight in mice (McComtick, 1974: Abe et 
al., 1984), the acute toxicity ofbcnmic acid is low. Clinical signs ofintoxicr~tion {reported for rats 
only) included dfnrrhoea, muscular weakness, tremors, hypoactivity, and emaciation (Bio-Fa:x, 1973). 
With oml LD50 value<; of 21004070 mg sodium benzoate/kg body weight in rats, the acute toxicity of 
sodium benzoate is similar to that ofbew.oic acid. as are the symptoms (Smyih & Carpenter. 1948; 
Deuel et aL, 1954: Bnyer AG. 1977)." (as cited in WHO 2000}. 

Witb similar metabolism 10 mammals, and with the known low toxicity of benzoic acid to mammals, 
there is no reason to anticipate that this compound would he more toxic to birds. Iu fact, benzoic acid 
often is added as a preservative to poultry feed ut levels not exceeding 0.1 %. The acute toxicity to 
birds is expected to be similnr to thtl.t il1 mammals. or approximately nt the limit dose required in 
OPPTS 870.2100. 

Conclusion 
On the basis ofthi.! above, it cnn be reliably concluded tlwt bcn.wic add \Viii be of a low order of 
acute toxicity to avian species. Birds such as would be used iu condm:tiug n study (either Northern 
bobwhite, Coli11us l'irgiJiiamts {L.}, or mallard, Anas pla~vrhynclws L.} are exposed to high 
environmental kvels of benzoic acid, with no knO\vn adverse effects ever having been reported. 
Benzoic acid can be considered to present little hazard to avian species from the proposed use of 
MICROL Prescrvariv~..:. 
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OPPTS 850.2100 Avian Acute Toxic;itv 

Pctro-Canarla 
\tiCROL·2004-IJ5. pag~ 4 

A from the requirement to conduct a study to dctenniue the acutc toxicity ofMICROL Prescn'<.~tivc is 
requested. MlCROL Preservative is I {10% USP grade benzoic acid, an extremely well~k"Ttowu direct 
food additive and preservative. The proposed usc is indoor, nonfood, as an :.mtinticrobial additive to 
lubricating oils used in food processing equipmcut. While ii and tlte very closely related smliuru 
benzoate have bceu cxtt.'ltsively researched and are ubiquitous in nature, there are no known studies to 
dctemtine the acute oral toxicity of eitlter compound to birds. However, there are adet]unte bases for 
determining thnt such a study can be waived without unreasonable adverse effect. 

·'Benzoic 11cid is produced by many plants as an intemJediatc in the fonnation of other compounds 
(Goodwin. 1976). High concentnttions are found in certain berries .... Beruoic acid ltas also been 
detected in animah; (see section 6.1 ). Benzoic acid therefore occurs nmurally in many foods, 
including milk products (Sieber et al., 1989, 1990)." 

'·Generally, benzoic acid can occur in nlumst all environmental cmupanments. Whether it exists in 
the undissociatcd or dissociated 10rnt depends on the specific physicochemical comlitions. Above pH 
6, the benzoate anion prevails (Chipley, 1983)." 

·'Benzoic acid occurs natumlly in free and bound fonn in ntany plant and auimal species. h is a 
contmou metabolite in plants nnd organisms (Hegna\1(.--r, 1992). Appreciable amounts h:.we been found 
in gum bc11zoin (aroun<l 20%) aud most hcnies (around 0.{]5%) (Budavari et al., 1996). For example, 
ripe fruits ofscveml Vaccinium species (e.g., cranberry, V. l'i/J:t idaea; bilberry, V. macmcarpon) 
contain as much a." 300·1300 mg free benzoic acid per kg fruit (Heguauer, 1966). Benzoic add is also 
formed in apples afler infection with the fungus Ncctria galligeJta (1-larbome, l9~B) or in Pinns 
rlumbergii callus inocnl.atcd with a pathogenic piue wood nematode (Bursaphehmclws xylophilus) 
(Zhang et al .• 1997}. Among animals, benzoic acid bas been identified primarily in omnivorous or 
phytophagoous spedes, e.g., in viscera and muscles of the ptarmigan (Lagapus multts} (Heg_uauer, 
1989) as well as in gland secretions ofm11le muskoxen (0\'l'hos maschatus) (Flood et al .. 1989) or 
Asian bull elephants (E/epltas uwximusj (lt1Smussen et al., 1990)." 

''Owing to its occurrence in many orgauisms, benzoic acid is 11aturally present iu foods (review in 
Sieber et al., i989, 1990). Some typical exantplex specifying reported ranges. of means in sdectcd 
foods have been compiled from Sieber er al. ( 1989) ns follows: 

Milk 
Yoghurt 
Cheese 
Fruits (cxch1ding Vaccinium species) 
Potatoes, beans, cereals 
Soya flour, nuts 

lr<.lCCS ~ 6 mgikg 
12-40 mg!kg 
tr.JCe!l ~ 40 mg/kg 
traces· 14 mgfkg 
traces~ 0.2 ntg/kg 
1.2~ II ntgt'k,g 

"Honeys from diiTen:.:ut floml sources (n"" 7) were n·mnd to cout:.lin free benzoic ncid at 
concentmtious of<lO mg/kg (i! ""5) and of< I 00 ntg/kg {n"" 2) (Steeg & Montag, 1987)." 
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MICROL-2i104-tl5, pngc5 

"Aller om! uptake, benzoic acid and sodium benzoate are rapidly absorbed from the gastrointel>1iual 
tract and metabolized in the liver by conjugation with glycine. resu!Jing in the fOrmation of hippuric 
acid, which is rapidly excreted via the urine. To a lesser extem, bcnzoates applied dcnnally can 
rx.:netrate through the s:lcin. 0\.l;ing to rapid metabolism and excretion, an accumulation of the 
benzoatcs or thdr metabolites is not to he expected." (WHO 2000) 

.. In the acid conditions of the stomach, the equilibrium moves to Jbe uudissociaJcd lx:nzoic acid 
molecule, which should be absorbed rapidly. Benzoate from :;odium benzoate \vould change from the 
ionized fom1 to Jhe undissociated ben7_.aic acid molecule. As a result, the metabolism and systemic 
dfects of benzoic acid and sodium benzoate can be evaluated together.'' (WHO 2000) 

W1IO 1996 repons that birds metabolize benzoic acid acid and sodium benzome in a similar manner 
to man and other mammal, with rapid cxrecJion primarily as hippuric acid . 

The acute oral 1.050 ofbt:nzoic acid to rats is 2000-2500 mg/kg bw (l!:,>naJ'cv (1965), <IS cited in 
\\'TIO 1996). According to the RTECS Dmabase for BcnzJJic acid (RTECS # DG0875000), the acute 
oral LDSO in rats is I ,700 mglkg bw (as cited by t-.TJOSH. 2004). 

''With om] LD~1 values (administration by gavage) of3040 mg benzoic acid/kg body weight in rats 
(Bio-Fax, 1973) and 1940-2263 mg benzoic acid/kg body weight in mice (McCormick, 1974; Abc et 
al., 1984), Jhe acute toxicity of benzoic acid is low. Clinical signs of intoxication (reported for nus 
only) included dian·hoea, muscular weakness. tremors, hypoactivity, and emaciation {Bio-Fax, 1973). 
With oral LD5(, values of2I00-4070 mg sodium benzoate/kg body \\'eight iu mts, the acute toxicity of 
sodium benzoate is similar Jo that of benzoic acid, as are the symptoms (Smyth & Carpenter, 1948; 
Deuel ct a!., 1954; Bayer AG, 1977)." (as cited in WllO 2000}, 

Wi01 similar metabolism to manunals, and with the known low toxicity ufbenzoic acid to mamnmls. 
there is no reuson to anticipate that 1his compound would be more toxic to birds. lu fact, bcuzoic 11cid 
often is added as a pfes(.:rvativc to poultry feed aJ levels uoJ exceeding 0.1%. TI1e acute toxicity to 
birds is expected to be similar to Jhat in mammals, or ;lppmximmely <ll the limit dose required in 
OPPTS 870.2100. 

Conclusion 
On the hasis of the above, it can be reliably concluded Jh;H benwic acid will be of a low order of 
acute toxicity to avian species. Birds such as would be used in conducting a study (either Northern 
bobwhite, C'olimts virginimurs (L.), or mallard_ Auas platyrh.vnr:lws L) are exposed to high 
environmental levels ofbt:nzoic acid, wilh no known adverse effects ever having been reported. 
Benzoic acid can be coll.Sidcred to present liule hazard to avian species from the proposed usc of 
MTCROL Prcserv:uivc. 
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Pctru-Canmlil 
M!CROL-200-1-05, pagc6 

Ucfercnccs: (full reports arc included in Petro~Cauada Report MICROL-2004~03) 

WORLD HEACD! ORGA>'ilZA!10N. 2000. CONCISE L':TERNA!10NAL CHEMICAL 
ASSESSMENT DOCUMENT NO. 26. ENZOIC ACID ANTI SODIUM BENZOAfE 

WORLD HEALTH ORGANIZAT!OK 1996. BENZYL ACETATE, BENZYL ALCOHOL, 
BENZALDEHYDE, AND BENZOIC ACID AND ITS SALTS. TOXICOLOGICAL 
EVALUATlOX OF CERTAIN FOOD ADDD'IVES. Prepared b)' the 461

h meeting of the Joint 
FAO/WHO Expcn Committee on Food Additives (JEFCA). WHO Food Additives Series 37 

~fJOSl l. 2004. RTECS Database for Ben~oic Acid 
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MJCROL Preservative: Request for Waivers 

Data Requirements 

OPPTS 835.2120 ~ llydrolysis 

Author 

E. A. Bnwin 
ChemReg lnlcmational, LLC 

!990 Old Bridge Road, Suite 201 
Lake Ridge, VA 20192 

Sponsor 

Pctro-Canada 
Specialty Products and Fluids 

2489 North Sheridan Way 
Mississauga, Omruin Canada L5K lAS 

Studv Completion l>nte 

December 2, 2004 

Report Number 

MJCROL-2004-06 

Total pages: 4 

Pdro-CanuJo. 
M ICROL-2U04-Hli. page l 

••• • •• • • • • • 
•• •• •• • • •• 
••••• • • ••••• 

• • •••••• • 
•• • • • • • • • 

• 
• • •••••• • 
• ••• • • • •• • 

• 
•••• • • •••• 
•••• • •••• 
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Statement of Dat.a Confidentiality Claim 

Pctro-Cmmda 
h-IICROL-2004·06, page 2 

No information is claimed confidcutial on tbc basis of its falling wh!Jin iJJe scope offlFRA § 
lO(d)(l )(A), (B), or (C). 

Company: 

Submitter Name: 

Signed: 

Date: 

Petro..Cauada 
Specially Products and Fluids 

Elizabeth Anue Brov.'u 
CIJemReg Imcmatiom1l, LI.C 
Authorized Agent for Pctro-Cannda 

~;U.t.a--' tf..,.J-L ~LV?-./ 
--L-.------··---·--··-·-·--

I?ccember 2, 2004 

• • •••••• • 
•• • • • • • • • 

•••••• • • • • • • ... . ... 
• • • .. ... . 
• • ••••• 

. , 
•••••• • 
• ••• • • • • • • 

• 
•••• • • •••• 
•••• • •••• 
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Good 1 ,aborntory Practices Statement 

Pctm·Cant~da 

\-!ICROL~20<M·Oii, pngc 3 

'l1le submitter of this study was neither tl1e sponsor of this study nor conducted it, and doc.<> not know 
whether it has been conducted in accordance \Vith 40 CFR Part 160. 

Author 
Submilter: 

~~a,__,_~~ 

Elizabeth Arme Brown 
ChcmReg lntemationaJ, LLC 

Dale: Dec 2, 2004 
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l'Ciro-Cmmda 
MICROL-20114..06, page4 

A waiver from the requirement 10 conduct a study tn fult\11 OPPTS 835.2120 {EPA Guideline 161-1) 
is reqt1csted on tlte basis that the active ingredient is a well-known chemical dmt is not subject to 
hydrolysis 

The active ingrcdien! in MICROL I)rcservative is Benzoic Acid {CAS 65-85..0). with the following 
stmcture: 

Ben7.oic acid is a well-known carboxylic ncid, with a pKn of4.J9. ll is cxpt.,-cted to be stahlc to 
hydrolysis at pH in the ranges of 5-9, based on its chemical structure and bused on known hydrolytk 
meclmnisms. 

Reference: 
Lyman, W .J., W. F. Ret:hl, D.ll. Rosenblatt. 1990. Handbook of chemical property estimaJion 
mctho<L<i. Fnvironment.al behavior of organic compounds. American Chemical Society, \Vashington. 
DC. (Chapter 7) . 
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MICROL Preserva(ivc: Request for Waivers 

Data Requirements 

QIJPTS 835.2120- Hydrolysis 

Author 

E. A. Brown 
CbemReg International, LLC 

1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 20192 

Sponsor 

Pclro-Canada 
Specialty Products and fluids 

2489 i\orth Sberidan Way 
Mlssissauga, Ontario Canadn LSK IA8 

Studv Completion Date 

Deccmlx.-'1" 2. 2004 

Report Number 

~HCROL-2004-06 

Total J)ages: 4 

Peno-Canada 
MlCROL-2004-(16, p:~gc 1 
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Statement of Data Confidentiality Claim 

Perro-Cnnudu 
MlCROL-2004-1)6, page 2 

No infonnation is claimed confiJential on the basis of its falling within the scope ofFIFRA § 
I O(d)(l )(A), (B), or (C). 

Company: 

Submitter Name: 

Signed: 

Date: 

Pctro-Canada 
Specialty Products and Fluids 

Elizabeth Anne Brown 
ChemReg Intemational, LLC 
Authori7-ed Agent for Petro-Canuda 

December 2,. o-20,0,:4,_ __ 

·--·-
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Good Laboratory Practices Statement 

P(!trt~-C:mada 

MICROL-2004-06, page 3 

The submilter oflhis study was neilllcr the sponsor of this study nor conducted it, and does not know 
whetb(,'J" if has be<.'tl conducted in accordance with 40 CFR Part 160. 

Author 
Submitter: ~~dMJ- ~.v.,.J 

Eli7,abL"th Atme B~ro-:-w-,~, ---------

ChcmRcg JntemationaL LLC 

Date: Dec 2, 2004 

-----
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Pclro--Canada 
MJCROL-2004-06, page 4 

A waiver from the requircm<.:nt to conduct a study to fulfill OPPTS 8352120 {EPA Guideline 161~ I) 
is requested on the basis that the active iugrcdient is a well-known chemical that is not subject to 
hydrolysis 

·ntc active ingredient iu MICROL Preservative is Benzoic Acid (CAS 65~85-0), with the following 
structure: 

Benzoic acid is a well~kttown carboxylic acid, with a pKa of 4.\9 .. It is expected to be stable to 
hydrolysis at pH in the nwgcs of 5-9. based on its chemical sJructure and based on known hydrolytic 
mechanisms. 

Reference: 
l .ymun, W..l., W. F. Reeh\, D.l-L Rosenblatt. 1990. Handbook of chemical proJX-'rtY estimation 
methods. Environmental behavior of organic compounds. American Chcmicnl Society, Washington. 
DC. (Chapter 7) . 
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MICROL Preservative: Request for Waivers 

Dntn Requirements 

OJ>PTS 835.2120- Hydrolysis 

Author 

E. A. Brown 
ChemReg International, LLC 

1990 Old Bridge Road, Suite 201 
Lake Ridge, VA 20192 

Sponsor 

Petro-Canada 
Specialty Products and fluids 

2489 Norlh Sheridan Way 
Mississauga, Ontario Canada LSK 1A8 

Studv Completion Date 

December 2, 2004 

Report Number 

MICROL-2004-06 

Total }mges: 4 

Peln)-Canndo. 

MICROL-2004-06, !Ja£'C I 
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Statement of Data Confidentiality Claim 

Petro-Qmada 
M!CROL-2004...{)6, page 2 

No information is claimed confidential on the basis of its falling within the scope ofFIFRA § 
lO(d)(l)(A), (B), or (C). 

Company: 

Submitter Name: 

Signed: 

Date: 

Pctro-Canada 
Specialty Products and Fluids 

Elizabeth Anne Brown 
ChemReg lntemation;t!~ LLC 
Authori~cd Agent for Pe1ro~Canada 
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Good Laboratory Practices Statement 

!'dro·Canada 
tvHCROL~200..1·{lf, pag..: 3 

·ntc submitter oftltis study was neither the sponsor of this study nor conducted it. and does not know 
whether it lUis been conducJed in accord<mce with 40 CFR Part 160. 

Author 
Submitter: 

~~,.1 tb:...u- ~LV...,_,/ 
Ehzabelh Anne Brown ____________ -----

ChemReg lutcmationnL LLC 

D:ne: Dec 2, 2004 
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Pclm·Cunadu 
MICROL~2004-06. pugc 4 

A waiver from the requirement to conduct a study to ful\till OPPTS 835.2120 (EPA Guideline 161 ~l) 
is requested on the basi~ that tile <Jctivc \ni,rredicnt is a ~11-knowu chemical that is. not suhject to 
hydrolysis i 

\ 
The active ingredient in MICROL Preservative is Bcn7:t=1c Acid (CAS 65-85-0), with the fo!lowiug 
structure: 

'I 
Benzoic acid is a wcll~known carboxylic acid, with a pK~ of 4.19. It is expected to he stable to 
hydrolysis at pH in the ranges of 5~9, based on its chemi~l stmcturc and based on known hydrolytic 
mechanisms. · 

Reference: 
Lyman, W.J., W. F. Rcehl, D.H. Rosenblatt. l9lJO. llam!~wok of chemical property estimation 
methods . .Environmentnl behavior of organic compounds\ AmcriC(tn Chemical Society, Wnshington. 
DC. (Chapter 7) . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

December 20. 2004 

PLEASE RFTCRI' A COPY OF THIS LLTTER IVlTH PAYMENT 

OPP Decision N11mber: D<1520X9 
EPA File Symbol or Registration Ntnnher: S2076~R 
Product Name: MICROL PRESERVATIVE 
EPA Receipt Date: 16-Dcc-2004 
EPA CCJmpany Number: N2076 
Company :-..lttmc: PETRO~CANADA 

ELIZAJJETfl ANNE BROWK 
CHEMREG INTERKATIONAL LLC 
PETRO-CAc'lADA 
1990 OLD llRIDGE ROAD, SUITE 201 
LAKE RIDGE, VA 22191~2383 

Ul F!Cf. OF 
l'ltE\'Lr>:fi0:-.1< !'FSTICIDES A)\;11 

I U'\IC Sl tiJS'T AV"L~ 

SUBJECT: Receipt oCRegistmtioll Application Su~ject to Regislrntirm Service Fee 

Dt.::nr Registrant: 

The O!Ticc ufPcsticldc Programs has received your application lllr registration< If you 
submil!ed daw with this application. the results oflhc PRl'.J~86-5 screen wili be communicated 
separately. During the administrative screen, rhe OtTice of Pesticide Programs has determined 
that this i\dlon is subject to a Pesticide Registration Service he as ddined in the Pesticide 
Registration lmprO\'cment AcL 

The Action has been idcmiJied as Action C(1dc: A:l8 

'lEW AI :FOOD l!SE;WITH EXEMPliO"; 

Please remit pnymenf in 1he an10111ll of: S 90.000 to: 

By IJSPS: 
USEPA \Vashington Fintmcc Center 
Pesticide Registrati011 Service fee 
PO Box 360277 
Pil1sburgh. PA 15251 
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By Cmtricf: 
U.S.. EPA \V~L'lhington Finance Center 
PesJieicle Registnnion Service Fee 
C/0 Mellon Client Sen·ice CGmer 
500 Ross Street, Room 670 
Box 360277 
Pittsburgh. PA 1525 1·6277 
Attn: EPA Module Supervisor 
Tclcphune: (412) 236·2294 

All payments must be in United Srarcs cunency by check, bank draft. or money order 
dmwn to the order of the Enviromnentul Protection Agency. To ensure proper credit, please 
write the OPP DECIS10NNU.\1BER on your check, and enclo;;:;c a copy oflhis letter with your 

payment. 

You may be eligible for a f1.1ll or pru1ial \Valver of the registration scrvict: fe~: if. for example, 
you qual H)' as a small business or arc applying for a minor use, or if your applicl:ttion is solely 
associated \Vith an IR-4 wlcrance petition. PletJse be advised that if you intend to request a 
·waiver, you must do so i;1 \vriting within 15 days orreeeipt of this invoice insicad of remitting 
the amount indicated above. OPP \Vill not consider 1.vaiver rcq11ests after the registration service 
±ee has beeu paid. lnfonnation regarding eligibility and how th request and docume-nt n fee 
waiver is available on the OPP Fcc for St:rvice web site at "\V\V\I:.epa.gov/pesticide&rrees. 

U ynu have <my qucstiom;, please contact the Pesticide Registration Service Fee 
Ombudsnu.m at (703) }08-6432. 

Sirtccrdy, 

Front End Staff 
Infonnatlon Resources and Serviees Division 
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199tl OLD BRJI)Gl-; ROAD, $r}ITE 201 

LAK\C Rnv:I', \1IJUa'-'J'I. 2~1$2~2383 

484641..00 

E-?\1.'\IL: bt·mvn@chemreg.com 
1\fA.IN: 
rax: 

703·492~0445 

70:)·49:.!·0668 
·ww SITL<:>: wwo .... chemreg.com 

www.pcsticide.nct 

ELIZABETH A .. BRO'W.X, PH.D. 

December 1 6, 2004 

Documeni Processing Desk (A,..PPL, REGFEE, NEW CO, COA.DR) 
U.S. Environmental Pro~ection Agency (7505C) 
Office ofPestictdc l'mgtams 
Room 266A, Crystal .:vfall 2 
1801 South Bell Street 
.4.rbgron, VA 22202-4501 

Attn: Velma Noble (PM 31) 

Re: Applicaiion for Reglst:auon of 1vUCROL Prescrvatit·e 
Request for Company Kum1)eJ 

Deer Velma: 

On bebnlf of ;;mr eli em, Pctro~Cm:1.::tb, Spc:.:-1::-tl:Y Pwdm:is aTirl Emd;.; (PetTo·Canada), 
c:wclnsOO ple.::s:: find an Hpphr:atiorJ for regisrration of?vfJO?.OL l'reservJ.tive, ·.vhich w;::;rains a 
r~c\Y ::.nhmicrobia1 acrive ingredi;;.nt 

This appb•.,.a1ion has been prevmu9ly di;;ctts:::ed wi~f. il:e A,gec'~,Y. Udud:r;g discussion on 
June 5, 2003 fm the required approach and m>l:t.ipk (hscu;:;sjons and commtmicr>tions dt:ri:1g 
Febma;-y th:;ougb .\:lay :2004 

1l1\s: apphcatior: is .snbjed te PRl.A., \Vc believe, bJ.Sed on co;;versar:ons \vitl: Jv1r. Den~ti~ 
Edwards, that this apphci1fion is Fe-e Ca:c:gol) /\..38, \vi!h fur- a%OL'1litcd f(~C dS90,000 .. Please 
COIJlact me d1rectly &l 703-492,7905 o: br(i\.>';{if:c]Jerr,:-ec .. p::m·, if t!:e;·C' ar:y q>:cs1ions .rcp,-Gmr, the 
l'RIA category 

----------·-----------
r»NSUJ~TA.r.."J.-s rosvcer-.ssw 

0\-'crOnc Hundred :n:nd Fifty Years of Combined Ex]"le-rience A<>sjsting Chemica.l 1 Pc~·ticide, 
Bio-Ch7rnical ~1d Li~e Sdcn('.e Companies on a \\'lde ~nge of I:snes, lncluding Regula~R:''1 
Stratcg:tes, Reg:tstt·atwn, Data Support and Compensabon, Quality Assurance, Study Ddigz.L. 

and Scicnti:fi~c~l\~l~a~tt'.'::c:r<:.------••••••······-



• 

• 

En dosed wid: tbis application, please f1nd the follow1ng: 

1. EPA Form 8570-1 
2. EPA Form 8570-34, Certif..cat11l!l \>••il· respect 10 citationofdt1tc 
3. EPA Forrn 8570-35, Data matrix (Agency Use and Publir: File copies) 
4. EPA Form 8570-4, Confidentlal Statement of Formula 
5. A lener fi"om Petro-Canada, requesting a ne\v compan}'numbcr and assigning 

ChemReg L~temational, LLC, as: their GS agent 
6. Five (5) c.opies ofthe proposed labeling 
7. Transmiilal bibliography 
8. Tl',.ree (3) cop!es of each submirrcJ study) 

If there are any questions or if anyt.l::ing funlle:- is needed, please dn not hesnate to co:ntac1 
me directly. Please keep me informed of the progress oftlris ap[.!hCaiion. 

Regards, 

Eiiza.beL1.-'\nne Brovvr; 

cc: Pe~ro-Canada, Spee1alry Products and Fb1ds 
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TR~"iSMITTAL DOCP.1El\T 

,St:bn:Jrtcr 
Pet-o·Can;H~.:: 

Sp::.ci;Jr>· ""Pn1uc~ ·md Fluids 
24S9 >J :lffL S:,t_ii:an W 2y 

i\lissJssauga, 011i.a::o L:'K lAS C?.};ADA 

H«gulatorv atUQ!1 in support of1Ybich tWs pacl;:Joe is submirtt:(! 
New Producl Registralio:;. (New .!'>...n!imlcroh1ai Ac:ivc bgredicmt 

(M!CROL Prescvaii\'e, no company rmrnbcr yet assigned) 

~ 
Dcce.rnbcl 16,2004, 2004 

Submitted Studies: ----------·-· -;-

i I MRID i • 1.-~--~----------~---------1 i I ~ .1 ... - . "1 . 1 i i ---- \ 1 o-\.o. .. • .. .'Dill1StJJi;VC ;1 ?..ter.z .. $ ---- ______, 
~--1 ------- ' 

\ Docuneu~ L l 1 B:own E A Dec 1~. 2004. MIL"'ROL Preter/aiive, Product '! 

l 4
8464101 

1 Jde~tit;', Co::np:}si1JO::. and AJJ::.lysis (Group A). RepNl ~o. 
i ! MlCROL-2D04-DL CbcmReg lntcrT~a:wnal, lLC 77 1 

~ _________ L__pages _Contains B~st:1e.o;s: Con5.CC!Jti~ Tnforw:w~--~ 

l Dncumen~ 2- i B:ov.-1l, LA. 1\ovember 22,2004 ?.11CROL Presen·arive_ I 
! 46432702 

1 Plly~Jc;;;.) and Cbe-r.:;.~:c2.l P:opert.ics (Group B). Repor. No. i 
1 'ff!CRO! "Orr" "J? Ch.,_~,n,rr 1-·~Jna'ion· 1 ·u· C '' J '1 . i lV- - -'""- v·•""'-·~ -~-~tiJ._l\.~,_, W.v '---' "-c, _, , '1--' , 

~-~--!-------------+~_j~S --~--~~--~---------·------~~ 
1 Docu;ne::n 3; i 1 BrO\'-'fL E. A. De:_·c:mbe.r 6. 2004 . .i.lllCROL Prcscrv2.uvc. 1 
' I , j 
_ i 46432703 ; ToxJco:ogy. Rcpo:t KJ. M:lCROL-2004-03. Chemltcg 1 
L _____ J ______________ : __ I:.~uat\o:~_£,\.J~L.?:fl._@g:;~- ~-- --~ -----___ 1 

! 1 , I tti Documen: 4 1 i B:own. E0- De.: 2, 20J4. MlCl\~I. r:~eser>:ar~\:e. _ l 
1 1 4643:270 4 ! .Ecotoxt;:olC"gy Rt~p::·:t !'-,lo .tncROi -2004-U'--<-. Cneu-.:Rcg- 1 

l-~----1-------~------L __ }!l.~e~;:to.'i:ll p.r~----~!:E.:.::~--------~------~ 
I Dc>-:ument 5 

1 

45432705 ; Brown_ -E.IL J~rr 2, ~l.<; ~'iiCROL h;:-se;v<:tiYc. I 

l 1 : Request for \VaJ\-c;s- 1:,;:::-o:vhl::o!r-gy. Cl1c1:.J-lcg l 
'------:------------------ _:,_ __ _b:~te~ional. LiS_:__ 6 DC~C£_-~-----·---------1 
; DL'CLJ:UCL1 6 l i Brown, E.A. Dc:e.mb~~r 2, 200!L 1111CROL Pre,~erv.1:ive.. 11 
1 i 46432706 , Rt:qu!:s\ k': V.'ai\·ers -1-l_yd.roly:;;s. C.be-rrJ~cg lnten;:1t10nal, 1 
~---~--'--------~-----__:_ _ __I.J"C.~~g__~£ _________________ ~- ~- __ ! 

Comt'""'Y Offici;!! 

Compauy Con~ac:· 

Phone Nur-.Jber: 

~~.# 0'./...u.- x:: ..... .-...Lv..--/ 

----·----------------------
Cheu1Reg lnte-;m::tie>r.:J/, LLC., AL:Iborized Ateot fo.- Buzz CiT !ns.;c; Sbiejd 

Elizubetit Anne Brown 
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1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIOGE, VIRGINIA 2:.t192-2383 

VcJo'Jt . 
. p-)o/1 

DIRECI': 
MhJN, 
Fa-x: 

703~492.-7905 

703~492-0445 

703-492-0668 

E-MAil.: 
\VEB srr£.<;: 

brown@~emrcg.com / 
'\'\""'W .che reg.com 
"'""""'\'\.'.pes • cide.nct 

ELlZII.BETIIA. BROWN, Pn.D. 

December 16, 2004 

Document Processing Desk (APPL, REGFEE, NEWCO. COADR) 
U.S. Environmental Protection Agency (7505(') 
Office of Pesticide Programs 
Room 266A, Crystal Mall 2 
I 301 South Bell Street 
Arlington, VA 22202-4501 

Attn: Velma Noble (PM 31) 

I 

• • •••••• 
• 
• • • • • • . .. 
• • •••••• • 
•••• • • • .. . 

•••••• • • • • • 
• ••••• • • .. 
• •••• • • • • •••• 

Rc: Application for Registration of MICROL Preservative 
Request for Company Number 

Dear Velma: 

•••• . . 
•••• 
• •• • • • • •• 

On behalf of nur cllcnt, Pctro-Canada, Specialty ProducL-; and Fluids (Petro Canada), 
enclosed plea.-'>c find an application for ret,.-Jstration ofMJCROL Prcscn-•ative, whic contains a 
new antimicrobial active ingredit-"llt. 

This application has been previously discussed with tbe Agency. including iscussion on 
June 5, 2003 tOr the required approach and multiple discussit1nS and communicatit s during 
February through May 2004. 

This application is subject to PRTA. We helievc, bused on conversations w th Mr. Dennis 
Edwards, that this application i!<: Pee Category A38. ·with the associated fcc of$90, 00 .. Please 
contact me directly at 703-492-7905 nr brown((i:ci_Kmreg.com if there any question regarding the 
PRIA cutegory. 

CONSUI.TAl\lTS 1'0 SUCCESS""' 

Over One Ihmdred and Fifty Years of Combined Experience Assisting Chemi al, Pesticide, 
Bio-Chemical and Life Science Companies on a \Vide Range oflssucs1 Includi g Rcgulutury 
Strategies, Registration, Datu Support and Compensntiun, Quality As~;urunce, Studyl1~ 

and Scientific Matters. ~V 
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lNTElti\'ATlONAI., LLC 

Lct1er to V. Noble, December 16,2004, page 2 

Enclosed with this application, please fiud the following: ~~ 
l. EPA Fonn 8570-1 , 
2. EPA Fom1 8570~34. Certification with rcspt.-ct to citation of d<.~ta I 
3. EPA Forn1 8570~35, Dala matrix (Agency Usc <md Public File copi~) 
4. EPA Porm f\570~4, Confidential Statemcul of Formula I 
5. A letter from Pctro~Canada, requesting a new company number and ~ssit.ming 

ChemRcg lntcmational, LLC, as their US agent I 
6. Five {5) copies of the proposed labeling I 
7. Transmittal hibllography 
JS. Three (3) copies of each submitted study) I , 

Jftherc arc any questions or if anything further is needed, please dn not hcsi~ate G.-.•i!l)iact 
me directly. Please keep me infonncd of the progress of this application. :. • 

Regards, 

··:-'{; ' 1 ,/J / 
( U):J...6-{.f_)J l)A_/. C /·._"(Yt/ 1_(-":t'-. 

' ' 
Elizahctlt Anne Brown 

cc: Petro~Canada, Specialty Products and FiuiJs 

. . .. 
• •• 

• 
• • •••••• • 
•••• • • • •• • 

• 
•••• • • •••• 

••• • • •••• 
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TRANSMITTAL DOCUMENT 

Submitter 
Petro-Canada 

Specialty Product nnd Fluids 
2489 North Sheridan Way 

Mississauga, Onwrio L5K I AS CANADA 

Regulatory action in support of which this: J)ackage is suhmitted 
New Prnduct Registration (New Antimicrohial Active Ingredient 

(MICROL Preservative, no company number yet assigned) 

Transm itt a I Date 
December 16.2004.2004 

Submitted Studies 
~---r;.:;;;l) ----~, ,, ___ ------1--~c-':- I 

1
1 

___ ~1-. '"----1 Adt-l_l)_J]ist~ti~·c !v1~te~_als :•:••-• J 
_ Document I: . BrM-m, LA. Dec 14.2004. i\.HCROL Preserr ive. ;~tt¥~•ct ~~ 
i ~- Identity, Composition, nnd Analysis (Group ). RepmJ\o. :••: •: 

'I 
MICROL~2004-0I. ChcmReg lntema!ional, C.!77.!. ·• • ' !'······ _____ ; _ ____Q~g_es. Com<!Jns Bu_t>incss (~onfiden!)allnfo!J_ atiott ___ ___ • •• • 

;

·.1 D~umentw~~' r Brown, EA. Novembt.T 22,2004. MlCROL l 'SCTv~rit-~.! 
1
:::::-

Physical ;md Chemical Propertws (Group B) Report 1~h I 
) r LICROL-2004-02 ChcmReg Internatioual, LLC.·t~::. ' 

r~)~cumc:;r--·· 
1

: Bro:~:
5

~.A. Deccn~ber 6, 20~l4. MICROL Pre~ervatrve~: .. --~~-, 
I I Toxicol?gy. Report ~o. MICROL~2004-03. ChclllReg 
_ --- __ ____ _ ____ }J]Iem~10_11al, LLC~ _ _ _____ , 

1

1 

Document 4 I I Brown. EA Dec 2. 2004, MICROI.!'rcscrvatc. l 
1 Ecotox1cology. Report No. MICROL-2004- 4. ChemReg_ ' 
,-----:------ __ lntematiullal.l.LC. 52_£agcs. ~ __J 

I Document 5 L ~rown, E. A. December 2. 2004. MICROL Pre cn.ntive. I. 
, / --- Requc~t !01 Waivers~ EcotoxJcology. Chen eg : · 

I
!~ ___ , __ ' __ lntCI}.lational,l.LC. 6 12!_1~---- j' 

. Document 6 1'. I Brown. E.A. De::~mbcr 2. 2004. ~tlC~OL PreJervative._ --, 
! · ReqocK! for \\·a1ven; -- Hydrolysts. ChernRc4lntcmatJonal, ) 
L ______ , __ _i_r.Lc 4p~,, _, ___ --j----. _j 

ConlpaltyOfficial ----~~~__,tl~AL -~~~----·---- 1-- ~~ 
Cnmpany Name: ChcmReg Intcmational, LLC., Amhorizcd Agent for Buzz Cfff,,s.-:ct Shield 

C(]mpany Contact: Fli7 .. abctll Anne J3rown 

' Phone Number: 703492-7905 
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Jack 
Housengor!DC/USEPAJUS 

10125/2004 09:02 AM 

for our meeting tomorrow 

Jack E. Housenger, Associate Director 
Antimicrobials Division 
Office of Pesticide Programs 
703-308-8 !63 
Visit: http://VVWVI.epa.gov/pesticides/ 

Andrew SimonsiDCIUSEPNUS@EPA, Dennis "4"""'d"''"'"'·"""''·?'-~"" ··--····"' ,•A"" 

To EdwardsJDCIUSEPNUS@EPA, Marshall 
Swindeli/OC/USEPNUS@EPA, hardy.mlchael@cpa.gov, 

ce 

bee 

Svbj\X.i Fw: backgr«!nd for minor use waivm discussion 

.. _Forwarded by Jack Hovscnger/DCJUSEPNUS on 10125/2004 09:04 AM--

E!izabelh Brown 
<brown@chemrcg.com> 

10/22!2004 12:19 PM 
To Jack Housenger!OC/USEPA/US@EPA 

cc 
Subject background tor minor usc waiver discussion 

'' '' 
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Joack: 
A~; rnqu.:,:st_.;;d, blto's th.e bucf.:q=.:ot:nd i'o:: o:lr r:.<"ce~:inq en Tuesday, Oct 26 {1;: 2:0D 
;:ar;, £o!" '·ihet:!-rec e>n anLLn.ic:::ob.:cJ Cdn qnarify for o.:fduccio~ or :llll Wcii''-'Cr of 
cippJ ica:ti_on Tees under U<c wi:H)r us8 pr.)vi;,;;ions, ~ \·:3-ll p~ovide specLti.::: 
:iLrorn.ali:>:I <tD:J\Jt. Ul.<:! pc~ent.:.<ll applu::.)tion t:-,.:lt 1:.::;; ra·':HHi the quBsl.ior. "..<hen 
,,•.;; me-::t. 

"hp ;;t:;- ... ct:c(: r:r(, .1 Jer.·.e1.- 1-;l~n :ny t'!i~~:-:i:lg on -~r.>: b.::.:,:::;, a.n. '>o::l2.. <J:> .c 
reterer:('·ed !:':\ :;;_ -.- ar io::. 
:..ock,_w:; t:un..-t:;nl ~c -;- Jf,oHbyl 

<</C01:C\22.rtr ro Ho.J::V<:qer.;:;'iccr J:'/0 ·,.;;:;ivFr backqn__,:;n;l.do<;>:> <<::.Pdqe;; !c;;;:Yr, 
fo4FR 50G7: .t..n::::r.r.ir:r-ol;.i,-,: o:c;; ~-eq d;:';1fL ;;-:.;l"".pd~>> 

Cli::::<ibeC.(; !\;1i1E' Bc·o..,;n, !!!~.!J 

~'il'ec:tvr, :;cient.i"'--"' ~ i1•~·'j')l'"IL·~n:y p.-(f',:,ir.:: 

~ ~J00 o:.,-: <:r:(L;,) 
L;,t;.r, R;d]~, 'JA 

?.c,-·:d, 
1:': S2 

:··n>:: 783-49:'-0tGa 
~:l"J\i t: bro~lnQ:.:h~lrr·ciJ. ;;v~: 

:,::;gttl N::.<~ic'O-: Tnic< c:ccr!.:-o7',iC: mo>i1 ar.D ;_c._;; nt.t,J.c:'>wont.:: are in~_t<:-~<.:k,d ::w:.c~y £t)r; 

::he rx-rso;~ :.>:) to ·,.:Lvm t.hcy "!<: aj<,:Te!;.:;oc(! .-u;d :-nciy ..-:vn;_ain ir.fo.::n\::i>.iml \~l:'•.:< i::o 
·;o;;£~:Jo~-;t~.], :':!::- aci~er,·!':;;t, p::cf.cclcd. LZ'cm d.iz,~ic:.!L!'e, 0;n-::-~p'. Cot tho purro·:oe 
rhov ,;.:::e i!JfO';:-,Cc;:·l tD. D1e~e:r·i;-,<:;~-vr, distr.:.hc::t.ion, cr rept:'l(i:Lc'::>or: by anyane 
.;;.tbGr "_)::,-,r: :hdr 1a-:e:v.Jeci :"ec•.;::•:ecto. i,; prchibitcd <11:d ~ay ;;,'-" ill"'gdL lr Y•JG 
:1.::c net an ~-,,-r.-:--,der! ~eciD"erl, pie,~_,:::;c if"liiO<.iid:::-e:'·:f i.r:fonr Lrte ;:t:n(·j(~r ar•ti ::;.:one 
i-.'ml:'vc;: t>:.c-:;1·: ~.-H~ pr'2'.snn::- ~-;::;-,i} ;::;;1d i~1;0 c:!U_ach:"'ler:lr; <11:8 d.~stxt~y dW/ o::cr•ltl;:: 
1·<h i.e~ I v o~y 1:::& ;1 •;our t>''d'-?o:sin:J . 
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-'*Commercial/financial information may be entitled to confidential treatment* 

I 0/25/04 

Pre-Meeting on Minor Usc Waivers for PRJ!\ fees 

EPA (Andy Simons, Rick Kegwin. Phil Ross. Dennis Edwurds. Tracy Lantz. Jack 
I fous~nger. Marshall Swindell) 

Discussion in Jack's office prior to meeting with Elizabeth Brown. 
We think the product she is interested inn h1bricating oil with only one user. 

Congrcs':i did not decide to give blanket fee waivers for antimicrobials. 

Docs Elizabeth think that antimicrobials do not have to meet the definition of2 (II)? e Her product docs not make public health claims 

• 

Meeting with Elizabdh Brown ofChcmRcg on Minor Usc Waivers Jhr PRIA fees 

ln addition to 1he ahovc mentioned individuals. tvtichael Hanly also joined the meeting. 

Meeting was held in 308L. 

The product she is interested in registering is Benzoic Acid 
It is for usc as an additivc!lubricant for food processing equipment. is a GRAS additive. 
4 (B) inert, but no longer registered with the EPA as au AI. 

Nci'intcreskd in public health claims, only want to say that it prevents degradation of the 
oil. the lubricant would be a treated article. 

The compuny she is representing is no1 a small business (Pdro Canada). 
:,,_;:--.s 

Dennis.this would 1311 into the New AI food usc category :590,000 PRfA fee 

Jack-her product doesn't meet the 2 (11) dciinition, 

Phil-for waiver product would have to meet the delinition of a minor use. in such that 
these is not su11icicnt economic incentive to register the product. 

200 
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Jack-can she get reduced fees? Some of the reviews have already been done in support of 
another applicant 

Elizabcth~hcr product reduces cross contamination 

EPA-we don't consider this a public health claim 

Elizabcth-thcy could license product w another company and then buy it back rrom that 
company. 

EPA~this brings about concerns as to \vhethcr this business h<L" been formed or 
manipulated to avoid paying the fee? via a licensing agreement 
\Vc wmlld know that ihc other company has been manipulated . 

Phil-limited licensing or p>lrtncring may he OK 

Or maybe she could usc a different AI (Nu Ben7oit) that is already registered by would be 
a new food usc-fcc S 10,000 

201 
------------------·-····~··· ... 



!... 
c 
Q) 

E ...... 
(ll 

~ ...... 
(ll 

:;:::; 
c 
Q) 

""0 
<.= c 
0 
Ul 

.9 
""0 
Q) 

:;:::; 
:;:::; 
c 
Q) 

Q) 
.0 

>
(ll 

E 
c 
0 

:;:::; 
(ll 

E ..... 
.E 
c 

.ro 
u 
c 
(ll 
c 
~ 
(ll 

-~ 
Q) 

E 
E 
0 
() 
• 

Pre f'l\eP!i0 
(.(s;.p w"·\ver:; 

Ar,dJ.. S; "~ 
P.lc~<: 0k(:~1w~l'.., 
Pld Ross 

'u.e ,)kk 4-kl '15 ~,.. S<>-< 3art of \olmc.di 0 cil cPJH-. 

oVy ON" " S<r 

/Yie,p,:b~"L n i 2 .W1-.. 'fu,"'"' 
.~,.~ 

U.sc -~ An1inuuck>cls 
c.d£Uk'la to 

O.LiJ .-- ·~ k.S.Q. «S.. ~.n,·cd·c'e ·fl.r 
G r< ItS k,l o&l:i.<, ..c 

'-/ B ir~rt 
N> l"";)ev £P11 AJ. 

dttli"V- ~1'"-f\(('").~i:s ~r.r.tu-·+iv ... 4£::.- o\ r 

( 1'\o ~~I.e ~,Ji~l.. ct .. ;"') 

DeM·S Cdi.:J<mts 

J Ciij{ fm.:;.,,1'J'~ 
17-"7,<-'" 
IJ-•nJ..J 

-.\1-J:. I \l)m W..;A> LN~f pe a c\Y e.a¥.& ar+."J.ti 

---~----------···~- .. 



• 
croSS Ct.:o;d-a.,..,.;..-"f'ri.i?o--- ltW.: L~ atJ\..::;&.w 

I 

ci_Qfr,..._, 

• G.llzdA'ih f< J-)" {o<!J l\(Ms( f'odP:z" -·to "'"'l""r co -lf~~ ~ bu5 c~ 

bad<. 

~ '-\i~ b<A£u-.A? bee"- -(\, »-e& 6r "'-~~·lm" i-o <VIoid 

F';)<•-:; ~d i<cr,_;;·,;r ~'~ 
\>-\€ W<l~ \"tow ~C"' c~ • o'~i.z~ ~o;J.:;J ,f-._, 

ku"~!Mf~l 
tc I ' ~;'·S ,,,,)., ll\·, - \ • ...._;l<,l -~ O< ynA•Nf•'/ ':? 1-0 ~ 01<. 

N:A \S&,zvr-\-
6r ""'7 c•>< " cliJle,-<~ Al--~ ~w'b"cru•u! kt;..u.o.Jel 

Jx. A-co' to-e& -{)'~'- - 1J I>, 000 

203 



• 

• 

1990 OLD .BRil>Glt ROAD 1 SUITE 201 
LAKE RIDGE, VIHGINIA 22192-2383 

Dru£cr: 703~492"'7905 
MAIN: 703-492-0445 
Fax: 703-492-0668 

E-MAIL: hrown@chcmreg.com 
Wr.BSnF..s: ,, .. ,vw.chemrcg.cotn 

'\VWW'.pcsticide.net 

ELIZABE'MIA. BRO\VN, PH.D. 

Via Email 

October 22, 2004 

Dr. Jack I-louscngcr 
US-EPA/OPP/AD 
180 I South Bell Street 
Arlington. VA 22202-4501 

Dear Jack: 

As requested, the following is background pertinent to our meeting on Tuesday, October 
26. 2004 at 2:00pm to discuss the circumstances under which an antimicrobial pesticide product 
might q11alif)· for waiver of PRJ A applications fees under the minor usc provisions. These arc my 
thought::; on the basis for a minor use waiver, but these certainly arc not meant to be ull
cncompassing. Historically, '·minor usc" has been associated \vhh agricultural uses of pesticides 
via thl.! IR~4 program, but FIFRA idcntilics other bases for minor usc determination. 

FlFRA. 33(b)(7) identities where PRIA applkati<)n fees may be reduced or waived . 
assuming appropriate documentation is included. "ntcrc are four circilmstanccs identified in 
FlFRA 33{b)(7)(D) through (G) as basis for reduction or waiver of fees. The t!Xact wording in 
(E) lind (G) nfFIFRA follows: 

(D) MINOR USES. -

(i) IN GENERAL. The Administrator may waive or 
reduce a registration service fcc for an application 
for minor uses tOr a pesticide. 
(iiJ SUPPORTING DOCUMENTATION.- An 
applicant requesting a waiver under this 
subparagrnph shall prnvide suppnrting 
Liocumcntation that demonstrates, anticipated 
revt!nucs from the u~cs that art! the subject of the 
application would be iosufl1cicni to justify to the 
satisfaction ofthc Administrator, that imposition of 

CONSUJ.1J\.J.YTS 1'0 SUCCJ~S""' 

0\'L'r One Hundred a11d Fifty Years of Combined Experience Assisting Chcmical1 Pesticide, 
Bio~Chemical and Life Science Companicr; on u 'Wlde Range of Issues, Including Rcgulatol')' 
Strategies, Registration, Data Support and Compensation1 Quality Assurance, Study D~)wM 

and Scientific 1'..-Intl.crs. LV.,_ 
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Letter to J. Hou.sengt:T, October 22, 2004, pagt: 2 

the full application fee. 

(E) IR-4 Vl AJVER.- The Administrator shall waive the 
rcgistrution service fee !Or an application if the Administrator 
determines that~ 

(i) the application is solely associated with a 
tolerance petition submitted in connection \Vith the 
inter-Regional Project Number 4 (lR-4) as 
d~.-'Scribcd in section 2 of Public Law 89-106 (7 
U.S.C. 450i(c)); and 
(ii) the waiver is in the public interest. 

It is important to note the wording associated with (D)~ that "anticipated revenues ,vould 
be insufficient to justifY ... imposition of the full application fct::' There is no further 
requirement or condition associated with that definition of''minor use·' for reduction or waiver of 
the PRIA application fee. 

The term "minm use" occurs elsewhere within FIFRA, \Vith inconsistent definition. It is 
important to separate out where the definition is appropriate to cunsideration of a \Vaiver under 
PRIA. 

yO~I\ 
FIFJV\ Section 2 (ll) defines minor1tsc in the following mamtcr. \Vltich is the historical 

interpretation as associated with the more typical agriculrural uses, requiring in all cases 
consultation with tltt: Secretary of Agriculture: 

Minor Usc. •• The tcnn "minor usc" means the usc of a pesticide on an animal, on 
a commercial agricultural crop or site, or for the protection of public health i</ 
where~- ~ ---

---(1) the total United Swtcs acrcuge for the crop is less than 300,000 acres, 
as dctennincd by the Secretary of Agricnltme; or 

(2) the Administrator, in conS11ltat.ion \Vith the Secretary of Agriculture, 
determines that, based on information pmvidcd by an applicant for 
registration or a registrant, the use docs not provide suflicient ;' 
c'Conomic incentive to support the initial ;istr~tion or continuing 0 ,& ~·,,9 
rcgJstratJOn of a pcsttc1de for such us <ttHl· { Yl\,ff'fs ~t4 -{!"0 [1 0 IJJ;rt~ 

(A) there arc insufficient cfficaciot allcmative regisicred 0 
pesticides available !Or ihe me; 

(B) the altcmmives to the pesticide usc pose greater risks to the 
environment nr human health; 

(C) the minor usc pesticide plays or will play a significant part in 
numaging pest resistance; or 

(D) the minor usc pesticide plays or will play a significant part in 
an integrated pest management program. 
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Letter to J. Houscnger, October 22, 2004, page 3 

The status as a minor use under this subsection shall cuntinue as long as 
the Administrator has not determined that, based on existing data, such 
usc may cause an umea.sonablc adverse effect on the cnviromncHt and 
the use otherwise qualifies for &.LH:h status. 

However, FJFRA Section 4 (i)(4) actually provides several diiTcrcttt definitions of a 
ruinur usc. Even though the fees under this section of FlFRA arc not currently in force because 
of PRIA, the definition and explaoation are clearly pertinent to the similar situation for li:!cs 
under PRIA. The following is the exact \vording of that section (emphasis added)·. 

(4) Rcdu~:tion or Wniver of fees for Minor Use and Other Pesticides.~· 
(A) An active ingredient thnt is contained only in pesticides that arc regbtcrcd 

solely !l1r ugricultuml or nonagricultural ntinor uses, or a pesticide the vah1c or 
volume of usc of which is smn!L slt.1.ll he exempt from Jhc fees prcscrihcd by 
paragraph (3). 

(B) Tlte Administrator shall exempt a1ty p11hlic 11t:alth pesticide from the payment 
of the li:e prescribed under paragrnph (3) it: in con::;ultation with the Secretary 
nfHe.alth and Hu1ttan Services. the Administl'ator dctcnnincs, based on 
information supplied by the registrant, that the economic return to the 
registrant front sales of the pesticide docs not Sl!pport the registration or 
n:rcgistration of the pesticide. 

(C) Au mtlimicrobial active ingredient, the production level ofwltic/1 does uol 
exceet/1,000,000 pounds per year, s!ta/1 he exempt from the fees prescribed 
by pamgrapfl (3). FtJr purposes oftltis subparagraph, the term 
"autimicrohialll(:/ive ingredient' memts atJy acti~'e iugredientt!tm Lr 
cautaiued ouly in pesticides tltal are not registered for any food 11r feet! use 
uud tit at are-
(i) sauilizers intended to re,fuce the Jttuuher of lbdug bt~cterill or viuble viru:~ 

pur/ides on itt animate ~miface or iu water or air; 
(ii) bac/eriosUtls iuleutletl ltJ iultibit lite grow/It of bacJeria iutlte preseuce of 

moisture; 
(iii) disiufer:tauts iuteJttled to tlestroy or irrc~·er.o;iltly inactivate bacteria, 

fuugi, or viruses on sm:face!.· or inouimate objects; 
(h~ sterilizers iutendetllo deMroy w'ruses ami all liviuJ: bm.:teria,fimgi, aud 

their spores ou inanimate surfaces; or 
(1~ fungicides or fuugirtats. 

(D}(i) Notwith.standing any other provision of tllis subsection, in the case of a 
small business registrant of a pesticide, the registrant shall pay a ICe for the 
reregistration of each active ingredient nfthc pesticide that does not 
~.:xcecd an amount detemlined in accon.lmtce witlt this subparagraph. 

(ii) If during the 3-year period prior to reregistration the average annual gross 
revem1c of the registrant from pesticides CO!Itaining such active ingredient 
IS--
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T .cncr to J. 1-lonsengcr, October 22, 2004, page 4 

(T) less than $5,000,000, the rcgistra.nt shall pay 0.5 percent of such 
revenue; 

(TI) $5,000,000 or more but less titan $10,000,000, the registrant shall pay 
I percent or such revenue; or 

(III) $10,000,000 or more, the registrant s.Imll pay 1.5 percent of such 
revenue, but not more than$ I 50,000. 

(iii) For the purpose of this subparagraph, a stnall business registrant is a 
corporation, partnership, or unincorpornted husincss that~* 
(I) has !50 or fewer employees_: and 
(II) during the 3*year period prior to reregistration, had an average annual 

gross revenue from chemicals that did not exceed S40,000,000 . 

The dcfinilion of'·antimicrobial pesticide'' also is important, as well as the Agency's 
prior guidance on that definition. FIFRA Section 2(mm) defines an antimicrobial pesticide a-'>: 

(I) In General.-~ The term "antinticruhial pesticide" means a pesticide that-
(A) is intended to-~ 

(i) disinfect, sanitize, reduce, or mitigate grov.1h or development or 
rnicwbiologicaJ organi~ms: or 

(ii) protect inanimate o!Ycets, industrial processes m systems, surfnces, 
water, or other chcn1ical substances from contamination, fouling, or 
deterioration caused by bacteria, viruses, fungi, protozoa, algae, or 
slime; and 

(B) in the intended usc is exempt ffom, or otherwise not subject to, a tolerance 
under section 408 of the Federal Food, Drug, and Cosmetic Act (2:1 U.S.C. 
346a and 348) or a food. additive regulation under :section 409 of such Act. 

(2) Excluded Products. -- The te1111 "antimicrobial pesticide11 docs not include -~ 
(A) a wood preservative or antifouling paint product for which a claim of 

pe:-;ticidaJ activity other than or in addition to an activity described in 
paragmph (1) is made; 

(13) an agricuhuraJ fungicide product; or 
(C) an aquatic herbicide product. 

(3) Included Products.-- The tenn "antimicrobial pesticide" docs include any other 
chemical sterilant product (other than liquid cltemical sterilant products exempt under 
subsection (u)), any other disinfectant product, any o(her industrial microbiocidc 
product, and any other preservative producl that is not excluded by paragraph (2). 

In proposed 1ulcmaking published in the Federal Register on September 17, 1999 (64 FR 
50671} fOr antimicrobial pesticides, the Agency dearly articulated its position regarding what is 
and is nol "fnod" use as associated with FIFR.A. 2(mm)( I )(B) on pages 50677~ 78 (Section IV). 
That interpretation, e\'Cn though never issued as a final mle, has been used by the Agency since 
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Letter to J. Housengcr. October 22, 2004, page 5 

that time in various decisions rutd has been publicly reiterated by key Agency personnel on 
multiple occasions. l11at guidance (attac-hed as a pdf file) states: ''An antimicrobial pesticide, 
then, is a product bearing only non-food uses, only food uses covered by an existing clearance 
undc1· FFDCA. or some combination of these two." "010se antimicrobial pesticides (or uses 
thereol) which do not reqnirc cstublisluncnt of: increase in, or exemption from tolerance as a new 
regulation thus remain within the definition of•'antimicrobial pesticide" for the purposes of 
FIFRA(mm)( I )(B). 

Preliminary guidance on ICc waivers published by EPA on its website at 
bttp:!/\nyw.epa.gov/pesticides/feesfqucstions/waivers.htm#4 reters only to the definition of 
minor use under PJFRA 2(mm). This preliminary guidance is general across all divisionii of 
OPP. While- this likely was driven primarily by the historical definitions and by convenlionnl 
chemical uses \Vi thin Registration Division, it fails to take in1o account the specific wording 
under flFRA 33(b)(7)(D) \Vhieh does not add additional conditions and fails 1o take into account 
~ithcr Congress's or I he Agency's acknowledged special considerations for antimicrobial 
pesticides. 

In conclusion, I believe I hat there is basis fbr concluding that an application for m1 

antimicrobial peslicidc may he eligible for reduction or waiver of the PRIA application fcc 
strictly on the basis of the potential revenue from the uses contained within that application. 

I '11 took fOrward to talking \Vith you on Tuesday. At that time, 1 '11 provide some 
additional :;:pccifics ab(JUt the potential application for which these issues were raised, I hope you 
will be uble to provide me with !'i0111e guidance ns to the specific documentation which will be 
needed. if there is ugrccment that Sllch uses qualify fOr a reduction/waiver of applicati(Jn fees. 

Regards, 

Elizabeth Anne Brown 

208 



• 

• 

Federal Rcgister/VoL fi,t Nn. 180/Frldr~y. Scpteu1ber 17. 1999/Prnposerl RuiPs 50677 

rvgni:Hlons. EPA mu~\ ;uldr~:":i-~ 
· <~lloca!liln of appropri11te re~ource to 
•:IISure o.tre&llllir'lc-d UWilll!;¥11\t:nt t1f 
;~ntimicrobial pestidrlt'l regl<.tratlons.'' 
Tilt; allucatlotJ nf re~!Jitrce:; 1<; not a 
111fnrm that ca11 be arcomplisllcd by 
.Agr·ncv rl'f:ulathms, Wid EPA Is not 
pri!JXi~ing any ll•gulalluns for doing su. 
flwlget ;u({f «-snttrce ullocarinrH ;>IT. 
g~tldeJ hy Ext'tllt\Ve branch ;;nd 
Crmgre!>-;.,ional prloriUcs and r>re 
d;;termltted year by y~·Hr ba~r;d 011 
ovcrnll nu:ds of lhro Ag,~ncy and the 
pe;th:Jde wngram. 

I. Comp!cterJe~'> or AJlpl/c;!lio/15 

FlHIA ser:l!o11 3(h)(3_1(H)(IIi) [IV) 
requinis thai, In h:.11i11g rl11,1.] 
reg11h1tions. EI'A ntust "dilrlfy cri!Nit• 
IDr detN111i1111t I on of the completeness or 
an apllllcalil>ll." fPA lswrby pmposlug 
in§ 152.3 a definition of a ''complete 
~pplitm I on" for ;till eg!st1 mio11 
:t(lplknlloll~. In uddi !ion .. -.prcific to 
.ml !u1inoblal ptodurts;, <>ml <ltre<:t!y 
tt:spomJvc 10 tlw requtr<mwrtt of FII'I{A 
sf.:'('tlon 3(h)l3!(B}. EflA is rroposing 111 
§ 152.450 w rlescrihc In <iL'Wii th•' 
roments of a11 appl\c;;tloll, ,1nd dw 
criteria tlmt will be used w judge tlw 
C{)llip!etCflf'SS or tht! appJICati!)rl ;iS ;l 

whole. ;~ml of Its Individual 
components. EPA's proposals me 
dls':u'>&ed fllnlwritl Unil VIII.F 

V. Other Statulorv Provl.slons 
Addressed In thls-l'roposal 

A. Ciumgos to 1/tf' Deflnillorllt( 
-'l'f'SiiCi<if-" 

f'QPA nuxllfletl FIFR-\ s<:ctio11 2(u) \o 
exd1Ir!e ct>11ill n liquid d ~t•n-Un;tl ~1erilau1 
tlroducts fn.n11 the Ueflnltlon af 
··p~;stidilc." wul to l11dude u·rl<;itt 
11ilrogen ~~~hili<t<r prodnn.s 'llt!.~ 

provlsioll WiiS effrrl!ve on :\ugw>< 3, 
199ft. ln fl.'lDgll!llnn of tills pro-v.slon, 
H'A Is prnpo5lng 10 udd :a rww S 152J', 
l'l•l!t!ed ''::iub:;linlces excluded !'rom 
rt'!_!UI:JIIOtt by FIFIV\.'' EPI'\ ha:;.tssot'd n 
IIOllceto t-cglstrw1ts_ en1itlcd "Liquid 
Clwmlcal S1erilm1t Products" (PH Nll!:lcc 
%-2; .I<'IJllnry 15. 1998), N<plalllillg lmw 
il wllltn;nt !1q11!d doem!co.l ~leriiJttb 
iliTennl b;• sculon 2(u}. U11i1s XJV. :1111! 
XV discu'-;~ chemic:,] ste1llnnh and 
nilrup,"n ~<~ltillzer:>, 

n. .vori/lcarfon J>nx:ed111PS 

flfi{A ~ct Inn 3(c)(9)(C) uow 
i'lutllurlzes n.'gbtr:.uiiS of ;mtlnllcmhlal 
products to make cellaln defined 
lab(·llng n1odifkntlons by no!llkill ion I(J 
!h~ Ager1cy lnsread <)( nmendm\:'111, and 
estiibl ishes a pn1cedt11 c foe no1 ificallons 
~nd t\g(!ncydccb.lons. TI1IS provlsiOil 
was l!fTl~ctl(_,u on Augt 1st 3, 19!:1G. <tttd the 
n~;w procedw·•·-~ are t•xdu:;i~·e w 
~ntimlcrobi;t1 prodt1c1s. Tvtliry's 

propu~lll codiries the-.t' new nutlftcal Inn 
Jlroce~:luleS. Tlu: subst;mceof1lw 
expanded no1tflcatinus pen11ltted hy 
F!FRA section 3(c)(9) Is hwed in 
notin~s w r'"gls:ral!l'> (PR Nnllce~). illld 
11ot In lr,day's propo~;JI. Unil XVL 
rllscu~w:~. :mti1 nlcrohfal nodlluniou~-

C Usl' Dilulfon f<JbdJnp 

FIFHA sccHon 3(c)(9)(D} m 1d llll'izes 
regiSiranm m Inch ule on 111clr lab•) ling 
prt.i:aullonary swtr)ments <ihoUII.Iw 
nroducl ns di l111ed lor use (use di\uUo11 
i<~bellnp). This provision vw\ rffeclive 
nn August 3, 199(;, El'J\ pmposes to 
ICfonn.1liiS ltuman Jo.;,znrd lnbclillg 
rvquirCIIICill~ in § 1'56.1 O(hl 11/ltlto 
ilwnrpor<Jte W£ dllut\ott requ·1wment~ In 
1!pjl10prialt: :;e(·tfons. Urtlt XIJI.A. 
dh,r.usse~ 11~e dil111lon hd1ellng, 

VI. What Is (til A.ut1mlcrobfall'e$tldde? 

EPi\ propo~w.ln § 151:'.3 a <ld1nitiun 
iilld inlerprewtton of<liHilninobial 
pe~llclde. The prupo~;;d dl'finitlunls 
par<!j'thrascd frolllthnt i11 st~Ctiou 2(mttlj 
nf FIFnA_ -1.1nd lnterpre1s d u: t111llrftned 
ch:O)ent~. Bet:(l.use f!FRA settlon 3(h) 
directs El'/\. 10 develop r.nd 1111plemer1l 
~pedal protedun~ In its r~gula1ory 
proy,:mm fur<mtllnlnobial pesticides. II 
is imprmant 1hnt t11Pto:' be a well·deDned 
::n1d nJ•Ilmotlly lmdPr~lOOilur,Jver~c nf 
pwduns to w!tlch l!ll' ~t>ltUiury 
1 •rovis(tlrl$ apJ dy. T111• prnc1tcill 
ro1tsequPnce:,. llf hel11g loc]odr'ii or 
excll•ded il-.\ an "llrlllmlcrohi~l 
pe~tlclde·· are sigttiflc;~nt for bnl h 
pesticide prnrlucers n11d the• Age1Ky. 
HFRA secllllll Z(n1111) deft11es tl1e lt:flll 
"antinllcn.>Uinl pe.\.llrtde," r.meflllly 
tltiiJWJIIItlg i!s boundaries tu rn0;h wi1h 
1 he pm{lical illtpll'fll<'lllnl ion (}f section 
3(h) requfremenv.. Thb unit di~t:<ISSe~ 
:It'-' rlefinilion i11 ll<:lail 

A Cenera! fJelirtillon 

t:1•<.ler FlrRA sPt:llon 2!rMn)(I)(A). an 
:Jitl!mlnuldal pe~1lcide 15 defln(;'rl as 

(AJ (A Jk-~lichb lhzu) is lnlenckd to: 
(I)IIISinfcct s.1ni((~c. rP<Iuw 01 lllil tW*' 

J:ruwlh or dcvi'IUf'II'WOI <~f Ul!(mhbln!Jknl 
urgMthms: Hr 

1idr,1mn·1 ilt~nun~lhnhjcd~ imlu;u,;.l 
pr»re>'H'~ 01 s",~l~llto, •,u:fJfd;.,l,-m<·• r,1 
r:t!,,r dwrmc;,l Mltht.wrM f1 '"" 
(UIII~mlrwtJon. fuullng m- t.kll"lioiaiJon 
CJU~td tJy bliCICI(~. Vil"'..l~(~:;, fllll,\(1. [)ml<>tOn. 
alg;.c. er 5\lnw. 

\\'ll h respect 10 II u; .'\COp11 of pe~ls 
coverp1l by tlw deflnll ion. piitilgrapll (I) 
rncuS&l'-'> ontlw l11lettrkd 11e~1 kidal 
function (dlslnf~t. ~anlli;o:e, etc} agnlnst 
non·5fltclfic ''1 nicrohlologtc:Jl 
organlSills." wltJte pru<tgniph (ii) 
fot:\IS-Se on no11·::.rwcirir "11rote<.:tion" 
pro(lidcd by tltc pesticide ~gni1tst 
speclflulmkmnrgmtisms{b<>elcri;~, 
viru"''~. etr), As a prau !caltllilller. Ei'J\ 

lwlleves tlwtllte 1erm ··1nlcrobil dogiciil 
nr:g..1nhms" 111 pilragruph {I) :;llould l;ro 
cornhlr.rcd llJ lncludtJ each nfthe 
51Wdfic types of microorgHnlsm'> in 
p;,r.1graph (li) -b;lcteriH, vlru~. fungi. 
pmlozou, ;tnd algal'. Therefore. F.I'J\ will 
consider any prmllrct iltlr.nded for u::.t• 
<.~galfl5t thr~ micrnorgan isms ~Jlf'dfied in 
Jlflragn.lJih (II} 10 be a1Jnntimimilila1 
pesticide (~llbjectto the exdw;loll'-' 
disntS-'iW in Unit VI.H. und C.) 

Having identlfied the unlvcr:;:e nr 
5ub~tarlces 1h~t, ba'>t>tl upon the 
!met tried ptosltcldill purpoM!. nre 
Olllljllllcrobinl pes.tlctdcs, the d~fi1111ion 
goe~ nn In ;>:lrilgrnplls (J)(fi) and (2j 10 
ext Jude c~>nntn p.:•stlddt'.:> fro01 tlw 
d~finlllon or antlmicrobhtl pesticide. 
Tht>-~" excl u~ions ntay be rhnrach.•rl1.ed 
a~ use"bilwd. thai Is. a pe~t!cidu Is 
exd11ded lwcau:,(' of how or wltNe it is 
U">.;;{l. a1uJ not be•:ause of 1 he peo;Ls or 
purpo';r; ofliH', 

B. {ood U.s~C ExdtJ.~!on 

FIFRi\ sectiull Z(m111)( I) (B) exclude~ 
i'I'OIIl ''nntlmi(;Whlal pte~IICidc-'· lhose 
pt;$1 icldes W!I0$1' tme11dNI amltlllcrohi:ll 
use l.s ~ud1 that rw;ldues ill fornJ 
rCIJU1rlng regul;tllon u1 uli!t set11nn 408 
or 4ttn oftl~ FFDCA migl1t res.ull 

(13) iA p~~lkldt: I]HII] to tim lul<;nrld UW 
i~cx('miU f•onl u1 <.Jihf.rwbe nr,t w!JjN't 1(), 

il 101~141\U' Ill u!n ~<:<"'11<111 {Dl:l ollll(' Fr:-<ll'J\11 
Food. Dn1g, uud C<>~mt'\!C Act (21 1J S C 
31G:. altd 3'111} m ll l'rmd mldbiV"-' tl'f\11Lllio.:•l 
umkr Q'(l •';ul ·lO'J uf ,uch Acl. 

Itt c1 eating this exdu~inn. Congre~ 
recognized rhat itppllnulons for 
t·t•gl:matlon of fuod l15t'S that rntuire 
cl('nrnnre nnder PFDCA requin.~ 
t>XIt'nslve tla1.3. ~1111 relutlvdy cotuplex 
lis.k a.s,.cssmenls that take !ong;·r 10 
rev!ew. Mureowr. obtaining an VfDCA 
d(;'arar;ce f<; 11 font1.1l1egulouory 
prot<:dun-'- /\s di~c!lssed in Unit Vltl.H, 
F!FIV\ ~-etllnn 3(h) ('f;tabli~lles goah fu1 
cou1plcrlon of Ag•;ncy ret>it!W of llll 
npplicmton fl)r 1 cgtstml ruu. In EPA '5 
uiew. Congre:.s recognll.cd dw diHtctdty 
ur requiring \br: revie>lr ttmefmmes fllr 
reghlmiiOII In encompas~ til{: 
cC:HijlleXItho<; of FFDC!\ cl!:'llf:lllce .6 
wrll. Acn1rdingly, EPA ltdlel'~ lhnt 
Cunp-,n•% hllend<:d the SliltUiory 
defi11il ion to a lim'/ !;'Xdusio•t of uny 
anltllllcrobiod n-estirlde thN would 
require the exlrmsiw dcarwtce pnKI'';<i 
of the H•DCA. 

The SJa(Utmy l;'lnguup,e use~ the 
phrases ··exempt fmm" unrl ·'nut .~ubjen 
to" n clear-ance u11dN Fff)C!\, Th<: 
phrase ''ex~1t1p1 from'' is deilr and It~<; 
1 nennl112 tinder FFDCA: an exemption 
from the n;rp11rr.mc11l of<l to!eranc~ is a 
rnrntal n•gulatllf)' dewnnlnoliutt made 
by RPA. Exemption~ from the 
rellutreme111 nf a tolt:rnncu urc foUI•d in 
,m CHt 1""1 wo 
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1ltc phnc.e "'nut t.ubjectto" h nm <1 

rormal detcm11Hatlott und•n FI'OCA. 
Any produn th:M lx:crs n fmxi use Is 
'"subjn:r to""<:~ tnlt!f.annt, tlmt is, <1 
tolerattce or other clf'ilrnncc is mtlulrNL 
whether till!l tolcnmre h~s be~11 
l'S!abll~he<:l or not. i!PA bclievt•sth(~ 
,,t:lllrtOry l;mgtr<~ge lilt\}' bv 
unitttentionnlly bro<~ti in 11ol 
diffcumtlntlng llenvren food 11.~<'5 
~ubjt'{"! \(1 :111 "'existh tg" ruler.mn: l!!td 
those subject In a "nllw" ll.Jler,1uce. 
Products nttd u,;es subject lo !lit exl"l ing 
tolewnce 1!0 nn; reqnire (!XIe11!'.1ve 
tevlcw: only prodHtls sulljecr lu a new 
tulernnce n .. >qUire surh review. A5 
wrlnPn. tlw cteflnltlnn excludes l;otl1 
typvs of antltnicroltial prostir.ld!is. 
allltougltlhc itpparont intent b to 
<•xdutle only tlm:,.e rcqulrh tg thr· lengtlty 
Httd curnpl icaled toh:rantt:'-settlttg 
reVI\!W ;;ssoclaled wilh n new dearunct. 

In its rllscr;;lion. EPA flropno;es In 
nmrow the food r('>e e.«cluslon tn 
conform lo whnt il bdicves is the 
probable Intent ofCrmgrvss, EPA 
proposes tn exclud1~ from the rh:ftniliun 
of"';mrlntil"robial p!:'slkide" nnly 
prm.lucg bearl11g f111e or morv usc,; for 
which n new clearnnce b neti.led, ur ~n 
autendtt¥tntnf nn exl!itlng deamm:e-. 
h!'A pmpos(•s to lnchnle In lite 
(il'filtllion or ":mliJnlcrohlnl pest icirk~" 
(In exr h tdc from ( lw <~Hdu~ion) product/ 
tr:.es '".subjrct to'" an cxl\..11 ng tolenmcl'. 
I~PA believt>~ tlln1 tills narmwer policy 
tltolcr., while nnt req11iretl. more dnwly 
refle~t:: 1ilc lntrnt to include In the 
ddlnitlon of ··ant in ricrobial pesticide" 
products rNJuiritJg llule or no review 
:tttd to exr.ludc Ottly prodtrl'IS nt•edlttg 
th~ <Jxtens1ve and time-nJn5tnnit1S 
evilluil!lon a<;~oclmed with till' 
eslabll!ihmcnt ofil ne'.\· ur ;)lllendtd 
rlc:~rntKe. 

An rtrnJmlcrollliil pP.slicltle. dten. Is;~ 
prodn~l be;;ring nnly 11on fl)od u~<Os. 
only fnod u"J>s cnverNI by <liii'.Xbllllg 
clctmtnCl! trndr,r F/•DCA, nr ;;orne 
comblni:il iun or thesr: [Wn. 

Givnrt the food use l'Xcluslun. It is 
dt•ur IIIli! Ute SIJ(;t!> of till Jttlimlrroblnl 
prnduct as i:ln .. anlhnicrublal pest icidn'" 
within tl1e mi1llning off'IFRA section 
3(11} is not net~e5Stlflly a pertnimet"il 
de-;ignttllon. bttt m:;y shillor.t'ord lug r(l 
its intended ,,se. A prwluct {ould bt' 
lr,t]uded or exr:lud<"d front lilt 
tll'flnltion lf1hr Intended tr:;e elt;mge::>. 
Tht"l ~WI US of ll pestltidn a!> at 1 
"'a.ntiminubial pest idd~·· becomes 
pen inem anrl can onty be dt•wnnhtcd 111 
thf'tintt> of submls:s!otl ufan appl!cnlion 
fer Agom::r dedslon. Althill time. EPA 
most determine wh~ther the pP:.dclde 
nppllcatloo 1~ l"or art ;~ntlmfnntli31 
pestkidr wltllln tlw meaning uf !Itt' 
~tawlory tleflllil fon. 

Tlte p1 itne I'Xmnple ofthls use
dept!.lldenl plwttomrmon ls an 
appllc<.~tlon seeking the nrsl food u:>e or 
an ;;ntlmlcmbial 1wstkide. A produ~l 
thnl heretofore hns btm 1 an 
'"ntttimlt.Tohla! pr~tldde" lll:'c;mw It 
b(mr.;. only non·fnnd uws or lulenmcc
covered food use.'> is nn lmtger (In 
"'atttitnluoblal ptstlcldt.>' for purposts 
of EPA review und decision on tlwt firM 
food UJ>e aCI ion. Prnvislrm~ of Flfl~A 
Hpplying only to "illl!imll;rnbl;d 
rwsllt.ldes," not.">bly the review periods. 
would 1101 be triggered for that anton. 
Once dm food use issue is rcsofvr<d or 
<1 mh:mnt:e l~;;oed, ~uch that the fuod 
uw Is covererl by an exhlinp, tokranCI:', 
the prodttn m<ty revert 111 "atttlmlr:i'obl;l] 
pe<;.tidr[(>" SWIUS f01 3 suiJSN!Ut'nt 
anion. 

C. O(lu:r Sp£;cifk Exclusions 

FIFRA se~llon 2Jmnl){2) t:ontaln~ 
further specllk extll.l.'ilons to tlw 
definition. These <tre Intended to d.HifY 
that certain types of prodtrt"fs that mig!"it 
lte cottsiden~d '"<lllllminobial 
pesrkides·· becaltte tltey lwve a 
pe5llciJul cll'ect on tlv~ de fit ted typec> of 
nl[(rottrg:;lnisms .;re noncthdc"-S nnt to 
be regulatrxl as ;ttllh ni<:rollial ~~~ticlde;; 
rnr purposes of FIFR/\ :.ectlon 3lh). It 
sltoltld be noted lhar rertnlntypes or 
antlmkrobla! prnrlucb are alrei:id,Y 
exdudPU from regt datlnn Utlder flFRA, 
anrll hen:fom from itn.'f rovcn1ge und~r 
1/ti.~ prO[IO!!erl rule, Pw(htcls used 
sgalnstlltinnurganl51"ns in or on umn or 
ot!it'I" living:.tnimals mu nO! pestfcldcs 
bee;;~ use ~ud 1 mlctoorp,;ntistus llrl! not 
'"pests" under FIFRA sen ton 2jt), 
l't"odttC15Inlern:l~d fnr use agai11~l 
1 nicroorgnnism.~ ln nr on man nnd 
;;nln ,g]s i'lrt1 Wt\ulareri ~oldy ny FDA. 
This is nola cltangt• from lonRSI.Jnding 
FIFRA pnwishtns. 

1. Certain tHXJd Jll't'St'rwrr/ves Mtd 
.anrJfouJfng pnint~. Any prodUI:t 111111 I<; 
a wood 1rre.'>Nv<Jtlw or <llttJfuttlmJt 
paint, and I hill nlso bear,. ;my daiJrt for 
a pc~tlclrlal activity other tl1nn or ln 
(lddition lo thw;e s1wcJfietlln section 
2(mrn)(l) ls not aru.ttttimlnoblnl 
pesJ!cide. The pes[ltidal m.:tivllles tha> 
gEnernlly dt>flne an ··rmtlnticrohi1ll 
[II'Stlclde'' irtdmle al:liviry <~gillll:il <my 
micrbbiologlcal organisms. a fill 
.. pru((:Ctlon" ;Jgaln~t flw d<::'ilni~the 
effN·ts or bauerln. viruws. l'ttngl. 
prutozmt. alg<H!, nnd slir11e. 

Both wond prrst"rv~ttiVM t~nrl 
mnlfottlam pnlnt:s (whiciJ 11re 11sed 10 
protect surfaces in n>ntaCI wltlt water 
~ucl1 as boats) may funclirm to protect 
agahtSt bactr~ria, fnngt l'tc .. and thu:., 
wit hot rl u specific ext'htsl0tL wouh I be 
rh•emetlto he atllimkrohi<,~l pr:slfdt!cs. 
tlowrver. since mosL wond 
[\lto'i<"rYnliVt'.S r:l~o ptttlect against Insect 

damage, :J11d mu~t antJfo111ing pal11ts 
also protect against harnacles.lhe
nl<'1}orlty of tltl;'se prodt rct!i m-e notllktdy 
to be "atttirnlcJObia] pe,tlcilil"s." As 
di~usscd in U1111 vm.tl., howewr, 
some wrmd preservatlVI! products may 
be eligible for I he review deadllnt~ th;"Jt 
<tpPiyto nndmicrohial pl!stlrldes. 

2. Agr/nrlttmJ} fimgfcir}f!"$. The 
definition <Jf nntlmlcrobinl pr·sticlril~ in 
t:IFRA sc.ct1on 2(uun) exc h td<'!i> 
"ngrlrnllural fungfddt'S." Tradlt lonnl!;'. 
tlw term "fl rngu~" in an agriculltrml · 
cnncext has bt,en nsed to mNtn 
micreorganistt15 thai are palltogcttlc to 
plwtts. fungi (and othet 
rnicroorgnn"t!;ms) tlmt ar(: patltugctlic to 
num w"!d animals h!ive hi~torlrally be.:'11 
treiitcd separntely hecanSt> of their 
public hr~tllh impllt:allnu$. However. 
FJFRA sectiOII 2(k) defiii~S "'fungu~'" 
bro<~dly to Include a viiriety of other 
mltroorganl~tns, Inc/In ling rust, ~mtrt, 
mildew, mold. yuasl. :md b,'lcleria, 
without spoclfk refcrencl': !0 whether 
tile mlnoorganl~nl.<: are palhor,enlc lo 
11lams or tu mnn anti :.Jnlntals. 

EI'A intends the ttmt";Jgrlndntr;d 
fttngkide'" w npply to all product5 
itpplicd in ur 011 gh1t~·ing rrops or lr> soil 
(i.e .. pre· hitrve:<.t appi!Gil ion). regardlc.<.~ 
rrf rhc lypt> uf IX'S! fnngu~. Allltougltthh 
would exdudr "~ "antimlcrobinl 
pD:>llctrlcs'· prorll)cts nppl ied pre· 
harvest <~gai nst mlcrntlrgani!ims tlut 
might bt• pathogr.nk 10 mnn anrl 
animals, CPA ls not aw;tro thai any 
pt:st icldcs ;'If\' Cllrtem!y rcgb.1Cl ed 
agR.inst ltuman nod anlmnl pntlmgen~ oft 
gl'owlng crr;ps, EPr\ woultl regulau· ~urll 
prodtr~ts If !he need <lfOS('. bttl they 
would not be covertd by :;ubpi!r[ W. 

Under 1/li..~ ht!erpretalion. a pmduct 
imr,nded for I">OSt,lmr.•P:,t application 
;~gntn~t fltngl (including b;.ltlerln) WOttld 
not be nn "agricultural f11ngicfde." 
Slg:tifkantly, however, such a rmtduq 
wnuld n01 llt'cessarlly be <HI 
"amlmluoblal ptstlt:kk" cillt.er, :.Inn' 
the food U:l'e exclu~ion nl.:;o ~om.:,:; lntu 
pl:.y. Post-1 mrvest npplicl;ltiDn of 
fltngltldcs ur anllnllcroblal pmduct:. w 
fo11d or feell crop~ would ntn afouluf 
[lte food u•·w exclusion if u new IJr 
atnendNI tolt;rnnce were tKt>detllo 
.:nver pustkiJe residnes. All pt):>t· 
IHtr.·e~l usc: anrhnicrobinl protluct~ 
wottld lw. suhject to suhpafl W 
genernll y; howev~er. nnt all •,o;oold ht• 
"antimirrobia! pesticides'" ellgillle- ftrr 
the review periods In§ 152.'157. 

3. AqwJtic lll'rbidde>s. 1:unher. lltt:
tleDttftlon t)f ani inticrohilll pestkide 
exdudrs aq1 ntdc herbicide protlutl~. 
EPA lllt('rpn:ts t!w term nqwllic 
ilPrblr.ide Ill me;m restir:ide.>; used In or 
near tnvlronnt~'llti'll bodieS. nf wnter. 
.\Ucll i:IS l<tkes, ';!rt-:nns, or pnnd~. l"ot 111~ 
t:[)lll.J t>! of a lgnr· 1;r weed~. In t:Oil!l <tSI. a 
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CERTIFIED MAIL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. %04&0 

M~.i 2 2 193~ 

,j 

Dear Sir/Madam: 

~ This Notice requires you and other registrants to submit certain 
data to the u.s. Environmental Protection ~gency (EPA) in support of 
your pesticide products that are registered as antifoulant paints or 
technical products for the production of antifoulant paints for the 
purpose of inhibiting the growth of certain aquatic organisms and 
that contain any of the following organotin compounds as an active 
ingredient. The subject compounds are bis{tributyltin) oxide, 
bis{tributyltin) adipate, bis(tributyltin) dodecenyl succinate, 
bis(tributyltin) sulfide, tributyltin acetate, tributyltin acrylate, 
tributyltin fluoride, tributyltin methacrylate (and copolymer) 1 

tributyltin resinate 1 and triphenyltin fluoride. These data are 
necessary to maintain the continued registration of your product(s) 
containing such active ingredients(s). Within 90 days after you 
receive this Notice you must respond to this Notice as set forth in 
section III-A of this Notice. Your response must state: 

• 1. how you will comply with the requirements set forth in this 
Notice (see section III-A and III-B) ; or 

2. why you believe you are exempt from the requirements of this 
Notice (see section III-C): or 

3~ why you believe EPA should not require your submission of 
data in the manner specified by this Notice {see section 

, III-D). 

If you do not respond to this Notice 7 or if you do not satisfy 
EPA that you will comply with its requirements, or should be exempt 
or excused from doing so 1 then the registration of your product{s) 
subject to this Notice will be subject to suspension. We have 
provided a list of all of your products subject to this Notice 
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III-C. ~XEMPTION FROM THE EEQUIREMENTS OF TUIS NOTICE 

Generic Data ExemptiRn -Under section 3(c) (2) (D) of FIFRA, an 
applicant for registration of a product is exempt fr9m the 
requirement to submit or cite generic data concerning an active 
ingredient if the active ingredient in his product is derived 
exclusively from purchased, registered pesticide products containing 
the active ingredient. EPA has concluded, as an exercise of its 
discretion1 that it normally will not suspend the registration of a 
product which would qualify for the generic data exemption in section 
3{c) (2) (B) of FIFRA. To qualify, All of the following requirements 
must be met: 

1. The tributyltin compounds in your registered product must be 
present solely because of incorporation of another 
registered product which contains tributyltin compounds and 
is purchased from a source not connected with you~ 

2. Every registrant who is the ultimate source of the 
tributyltin compounds in your product must be in compliance 
with the requirements of this Notice and must remain in 
compliance; and 

3. You must have provided to EPA an accurate and current 
"Confidential Statement of Formulatt for each of your 
products to which this Notice applies. 

A Data Call-In Notice dated January 30, 1987 entitled "Generic 
Data Exemption Data Call-In Notice11 explained the requirements for 
qualifying for a Generic Data Exemption and offered registrants the 

•
opportunity to apply for Generic Data Exemption for any of their 
product{s) that met the criteria stated in that Notice. If you 
responded to the January 30, 1987 Notice by applying for a Generic 
Data Exemption for your product!s) an~ yovr ~roduct!sl is still 
eligible for the Generic pata Exemption and ~our response has not 
been rejected b~ EPA •. YOU NEED NOT RESPOND TO THIS NOTICE. In such 
cases the Agency will consider that you now have a Generic Data 
Exemption from the requirements of the Notice. 

If your response to the January 30, 1987 Notice indicated that 
your product did not qualify for the Generic Data Exemption (or you 
did not respond to that Notice) 1 but you now consider that your 
product(s) would qualify 1 you may request a Generic Data Exemption. 
To apply for the Generic Data Exemption you must submit a completed " 
"'Generic11 Data Exemption Statement" (Attachment E) and all supporting 
documentation,along with the completed 90-Day Data Call-In Summary 
Sheet(s), for each of your products for which you claim the 
exemption. 
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If you are granted a Generic Data Exemption, you rely on the 
efforts of other persons to provide the Agency with the required 
data. If the registrant(s) who have committed to generate and submit 
the required data fail to take appropriate steps to meet the 
requirements or are no longer in compliance ~ith this Data Call-In 
Notice, the Agency will consider that both they and you are not in 
compliance and will normally initiate proceedings to suspend the 
registrations of both your and their product(s), unless you commit to 
submit, and do submit the required data within the specified time. 
In such cases the Agency generally will not grant a time extension 
for submitting the data. 

Exemption for low volume. minor use pesticides5 - Section 
3(c)(2)(A} of FIFRA requires EPA to consider the appropriateness of 

•
requiring data for low volume, minor use pesticides. In implementing 
this provision EPA considers as low volume pesticides only those 
active ingredients whose tptal production volume for all pesticide 
registrantllis s~~· In determining whether to grant a low volume, 
minor use waiver the Agency ~ill consider the extent, pattern and 
volume of use, the economic incentive to conduct the testing, the 
importance of the pesticide, and the exposure and risk from use of 
the pesticide. If an active ingredient is used for both high volume 
and low volume uses, a low volume exemption will not be approved. If 
all uses of an active ingredient are low volu~e and the combined 
volumes for all uses are also low, then an exemption may be granted, 
depending on review of other information outlined below. An 
exemption will not be granted if any registrant of the active 
ingredient elects to conduct the testing. Any registrant receiving a 
low volume minor use waiver must remain within the sales figures in 
their forecast supporting the waiver request in order to remain 
qualified for such waiver. If granted a waiver, a registrant will be 

•
required, as a condition of the waiver, to submit annual sales 
reports. The Agency will respond to requests for waivers in writing_ 

To apply for a low volume, minor use waiver, you must submit the 
following information, as applicable to your product(s), as part of 
your 90-day response to this notice: 

l(A). Total company sales (pounds and dollars} of all 
registered product(s} containing the active ingredient. 
If applicable to the active ingredient, include 
foreign sales for those products that are not 
registered in this country but are applied to sugar 
(cane or beet), coffee, bananas, cocoa, and other 
such crops. Present the above information by year 
for each of the past five years. 

5 The exemption for low volume minor use pesticides is not 
an available option to address any data requirement in this 
Notice given the risks arising from TBT use and the overall 
production volume of TBT products. 
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(B). Provide an estimate of the sales (pounds and dollars) 
of the active ingredient for each major use site. 
Present the above information by year for each of 
the past five years. 

2. Total direct production cost of product{s) containing 
the active ingredient by year for the past five years. 
Include information on raw material cost, direct 
labor cost, advertising, sales and marketing, and any 
other significant costs listed separately. 

3. Total indirect production cost (e.g. plant overhead, 
amortized plant and equipment) charged to product(s) 
containing the active ingredient by year for the past 
five years. Exclude all non-recurring costs that were 
directly related to the active ingredient, such as 
costs of initial registration and any data development. 

4(A). A list of each data requirement for which you seek 
a waiver. Indicate the type of waiver sought and 
the estimated cost to you (listed separately for 
each data requirement and associated test) of 
conducting the testing needed to fulfill each of 
these data requirements. 

(B). A list of each data requirement for which you are not 
seeking any waiver and the estimated cost to you 
(listed separately for each data requirement and 
associated test) of conducting the testing needed to 
fulfill each of these data requirements . 

5. For each of the next ten years, a year-by-year fore
cast of company sales {pounds and dollars) of the 
active ingredient, direct production costs of product(s) 
containing the active ingredient (following the 
parameters in item 2 above), indirect production 
costs of product(s) containing the active ingredient 
{following the parameters in item 3 above), and 
costs of data development pertaining to the active 
ingredient. 

6. A description of the importance and unique benefits of 
the active ingredient to users. Discuss the use 
patterns and the effectiveness of the active ingredient 
relative to registered alternative chemicals and 
non-chemical control strategies. Focus on benefits 
unique to the active ingredient, providing information 
that is as quantitative as possible. If you do not 
have quantitative data upon which to base your estimates, 
then present the reasoning used to derive your estimates. 
To assist the Agency in determining the degree of 
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importance of the active ingredient in terms of its 
benefits, you should provide information on any of 
the following factors, as applicable to your product{s): 
(a} documentation of the usefulness of the active 
ingredient in Integrated Pest Management, {b) description 
of the beneficial impacts on the environment of use 
of the active ingredients as opposed to its registered 
alternatives, (c) information on the breakdown of·the 
active ingredient after use and on its persistence in 
the environment, and {d} description of its usefulness 
against a pest(s) of public health significance. 

Failure to sUbmit sufficient information for the Agency to make 
a determination regarding a request for a low volume, minor use 
vaiver will result in denial of the request for a waiver • 

... SECTION III-D. OTHER COURSES OF ACTION UNDER THIS NOTICE 

There are four additional options available in responding in 90 
days after receipt of this Notice: 1) you may claim that one or more 
data requirements should not apply to your product, 2} you may amend 
your registration to delete the uses to which one or more data 
requirements apply, 3) you may ask for the voluntary cancellation of 
your registration(s}, andjor 4} you may request that EPA use its 
discretion and not suspend your registration because of your good 
faith yet unsuccessful efforts to enter into an agreement for a joint 
data development/cost sharing program. 

1. AQplicable Data Requirement~ -- If the Agency determines that 
the data requirements of this Notice do not apply to your product(s), 
you will not be required to supply the data pursuant to section 

•
3(c) (2) (B). If you claim on the 90-Day Data call-In Summary Sheet 
that the data requirements are not applicable to your product(s), you 
must submit an explanation of why you believe they do not apply. You 
should also submit the current label(s) of your product(s) and a copy 
of the Confidential Statement of Formula of the product(s). If EPA 
determines that the data are required for your productfs), you mu~t 
choose another method of meeting the requirements of this Notice 
within the time provided by this Notice. Within 30 days of your 
receipt of the Agency's written decision, you must submit a revised 
Data Call-In Summary Sheet indicating the option chosen. 

2. Voluntary cancellation or Amendment -- You may avoid the 
requirements of this Notice by eliminating the uses of your product 
to which the requirement applies. To do so, you may choose either to 
request voluntary cancellation of your registration(s} or to seek 
amendment of the registration to delete the appropriate uses. If you 
wish to amend your registration, 'YOU must submit, along with the 90-
Day Data call-In Summary Sheet, a completed application for 
amendment, a copy of your proposed amended labeling, and all other 
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Andrew SimonsJDC/USEPA!US@EPA, Dennis Jack 
Housenger/DC/USEPAJUS 

10/21/2004 05:15PM 

To Edwards/DCIUSEPNUS@EPA, Marshall 
Swindeii/DC/USEPAJUS@EPA, hardy.m!chael@cpn,gov, 

ec 

bee 

Subject Fw: minor use waiver 

As a bit of background tor our minor use waiver meeling on tuesday 
this is what f sent to Elizabeth earlier 
hope this helps 
think about this over the weekend so you have something intelligent to contribute at the meeting 

Jack E, Housenger, Associate Director 
Antimicrobials Division 
Office of Pesticide Programs 
703-308-8163 
Visit http:JIWVtW.epa.gov/pesticides/ 
---- For.varded by Jock House-noer/DC/USEPNUS on 10/21/2004 05:15PM--

Jack 
HousengorlOC/USEPAJUS T 0 brown@chemrcg .com 

07128!2004 08:37AM cc 
Subj€ct mino1 use waiver 

Elizabeth, 1 have checked into your question on a minor use waiver 
there Is not much guidance yet as we have yet to receive one under PRIA much less for an antimicrobial 
there is some general guldance as to what to submit whiclll have pasted from our website below 
my guess is that the guidance will come once we start seeing them 
you could be the first 
hope this helps 
let me know if you have any additional questions 

Guidance on Minor Use Waivers 

1. Under what circumstances am I eligible fm· alee wa,iv<!r<>r reduction for an application 
related to a minor use? 

Includes use where the total US 

example, 

2. What information should I include In my request for a fee waiver or reduction for minor 
uses? 
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The request should be in writing and including the following information: 
• The company name and company number assigned by OPP to the applicant; the 

official mailing address under FIFRA; the telephone number and e-mail or fax 
number of the contact person regarding the fee waiver or reduction request 

• A certification signed by a responsible officer I hat the documentation submitted to 
support the waiver or reduction request is true, complete, and correct. 

·~~~~~:r~::, 

3. What Information should be included In a market analysis for a minor use waiver or 
reduction request? 

Jack E. Housenger, Associate Direc!or 
Antimicrobials Division 
Office of Pesticide Programs 
703-308-8163 
Visit: llltp:/lwww.epa.gov/pesl!cides/ 
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*Privileged attorney-client communication* 

Philfp RossiDC/USEPNUS 

1012112004 05:32PM 

Attorney Client Communication 
Attorney Work Product 
Deliberative 
Privileged and Confidential 
Do Not Release 

Jacket al: 

Phil 

Jack Housenger/DC/USEPAfUS 

Jack 
Housenger/DC/USEPAJUS 

t0/21/2004 05:15PM 

To Jock Housenger/DC/USEPNUS@EPA 

Andtew Simons/DCIUSEPAIUS@EPA, Dennis 
cc Edwards/OCIUSEPA/US@EPA, hatdy.michael@epa.gov, 

Marsha\\ Swindei\IDCIUSEPAJUS@EPA, Richard 
bee 

Subject Re: Fw: minor use waivet[J 

Andtew Simons/DC/USEPAIUS@EPA, Dennis 
EdwardsJDCIUSEPAIUS@EPA, Marshall 

To SwindetiJDCIUSEPNUS@EPA, hatdy,michae\@-epa.gov, 
Philip Ross/DC!USEPAIUS@EPA, Richard 
Keig.viniDC!USEPAIUS@EPA. Tmcy 
UmtzfOCiUSEPA!US@EPA 

cc 
Subject Fw: minot use wnivot 

As a !Jit of background for OUJ minor use waivet meeting on tuesday 
this ls what t sent to Elizabeth earlier 
hope this helps 
think about fhis over the weekend so you have something intelligent to contribute at the meeting 

Jack E. Housenger, Associate Director 
Antimicrobials Division 
Office of Pesticide Programs 
703~308-8163 

Visit: http:!!www.epa.govtpestlcides/ 
--Forwarded by Jack Housenget/DCiUSEPAJUS on 10/21/2004 05:15PM-

Jack 
Housenger!DCIUSEPAIUS To brovm@chamtog.com 
07/28/2004 08:37AM 

Subjec/ minor use waiver 
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Velmn Noble-

04/13/04 07:3 t AM "· Subjecl: Benzotc Ac1d- add!lional inlO!ffiiltion 

Forwilrdecl by Velma NobleiDCiUSEPA!US on 04!13/2004 07:32AM···· 

Elizabeth Brown 
< brown@cltcmreg.co 
m> 

04!09!2004 I 2:20 PM 

Dc1mi:s. and Vdma: 

To: Denms Edwards/DC/USEPAJUS@EPA, Velm<i 
Noble !DC fU SEP AiUS@ EPA 

cc: 
Subject: Bemotc Actd · <~ddlttonal iPiormation 

.·\s reyucsted. and on behalf of our client (Petro Canada L11bricants). Jam providing additional 
in!()rmation on the proposed nses of benzoic acid as a nmterinl prcscrvutivc. to assist the Agency 
In their internal discnssioJts prior to providing thl' potential registrant direction necessary fOr 
compiling and submitting an application for registrntion. This inf()mmtion must be considered in 
udditiun to what previously \Vas provided, not in phu.:L> oC 

In our plume en II on April 7, you requested that I provide you with th~ fol!o\'.:ing: 
• draft lahding- drart labeling is attached. for Ji . .;;cussion purposes only. Tlte pntduct name 

has not yet been decided; the name "Additive A" is simply a placeholder at this time. 
• CSF ~ ns previously identified, the nctivc \Vill be USP~:--JF rood grade benzoic ncid. To be 

that grade, the product must be a minintum o/'99.5%, purity. I've nttached an example 
certiticate or analysis J'rom one lot of this grade benzoic acid. The nominal likely will be 
I 00% for I<Jbeliug <md CSF purposes, with the appropri<Jte linlits. 

• how we intend to address the tier I data requirements~ in addition to the detailed 
illli:mnation provided in the earlier background doL·umcnts. J'vc all ached a table 
idl'ntii)'ing what I believe are the appropriate requirements and how the registralrt intends 
to .:tddres:; each. 

I believe that the attached items will St1flicc for the additional infnrmatlon you requested, but 
please let me know If unything is needed. 

As identified by Dennis during_ our phone call. the Agency will meet internally again w·ithin the 
next 2-3 \\'Ceks ;.md either provide direction hy phone call or arnmge a presubntission meeting. 
I'll Jook ror\\'ard to hearing back from you on or before April 29. The registrant is anxious to 
move forwurd with preparation of an applit:ation but appreciates the Agency's willingness to 
e'\pcnd time and effort to help ensure that the application can he prepared and then reviewed in 
the most eO!dcnt numner possible for ~ncb a well~known aud widely approved compound. 

l{cgnrds, 
l:Jizahcth 
<<20040408.Additive A draft !abeling.doc>> <.-:20040403 Data Requirements and how fu!filled.doc>> 
<<example GOA pdf>> 
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MICROL * Preservative 
An Antimicrobial Preservative fOr lndustrial Use in Food Grade Lubricating Oils 

KEEP OUT OF REACH OF CHILDREN 

DANGER 

Active ingredient 
Benzoic acid ........................... ., ........................................................... 99.93'Hi 

Other ingredit.llts (water) ................................................................... .., .............. 0.07o/o 
Total ..... ,, ........................... "''''''' .................................................................... 100.00~~ 

FIRST AID: 
Have the rodllct conuincror label with vou when calling a f!S'ison control centt::r or doctor. or going for n:;atment. 

' IF IN EYJ<:S - • llold eye open and rinse slowly ttnd gl'ntly with ·wntcr for 15~20 minutes. \ 

Rent{J\'C contact lenses., if present, after the first 5 minmes, then conh_· " .. ue .I! 

IIF INflAI.ED 

1 ' ~--
I IF S\VALLOWED 

• 
• 
• 

rinsing eye 
Call a poison control c::mer ur Joctor 1£lr treatment advice 
:Move person to fre$h air 
lfperson is not breathing, cal1911 0r an amb1tlattce, then give artiti~ial 1 

respiration, prdcrnbly by mt~utlt, if possible 
--'--;C~n~ll~<u?Oh·:tHl coutroLccnter or doctor for further treanncnt advke _ 

Immediately call a pnisou comrol center or doctor 
• 
• 
• Do nor induct vomiting unless told to dow by a poison control center or · 

doctor 
• Do not give any liquid to the p1-'Tson . 

.07=~----+----'" -~"~"~n~o~t~gciY~ nnvthing by mo,~;~!h to an uncon~~-iou..;. person 
· IF 0~ SKIN OR , • Take off cnnlaminated clothing 
I CLOIDTNG I • Rinse skin immediately witl1 plt..-nty of water for 15~20 minutes i r _ --~ • Call a_potson control center nr doctor fC!_r trc-atmem advtce --i 

FOR 2<H10UR EMERGENCY MEDICAL ASS IS I ANCE, CALL THE NATIONAL POISON CO'Nl ROL I 
L

l CEN'IER I-800-222-1222 1 
----~_j 

EPA Reg. No. xxx..x-x 
EPA Establishment No. xxxxx-xx-x 

Net Content<>: 100 lb (45.4 kg) 

Pctro-Canada Lubricants. Division 
385 Southdown Rd. 
Mississaug.a, Ontnrio L5J 2Y3 C::·\NADA 
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PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS 

Page 2 of2 

CAUTION. Causes irreversible eye injury. Harmful if swallowed. Avoid comact with skin. Do not get 
in eyes or on clothing. \Vear safety glm>scs or goggles and protective gloves made of butyl n1bber, PVC, 
or neoprene. Wllsh thoroughly with soap and water after handling and before caling, drinking, chewing 
gum or using tobacco. Remove contaminated clothing and wash bclOre reuse. 

ENVIRONMENTAL HAZARDS 
Do not discl1arge effiuem containing this product into lakes, streams, ponds, estuaries, oceans. or other 
waters: unless in accordance with the rcquiremcms of a Natiowll Pollutant Discharge Elimination System 
(t-..TDES) permit and the pem1itting authority ltas been notitied prior to dischurg:e. Do not dischar~c 
cffiuent containing this product to sewer systems without previously notifying tile local sewage treatment 
plant aulhority, For guidance contact your Slate Water Board or Regional Oftice of the EPA 

DIRECTIONS FOR USE 
1t is a violation ofPedeml Lrnv to usc this product in a manner inconsistent with its labeling. 

MICROL Preservative should be added to the mineral oil compouent of lubricants compliant with 21 
CFR 178.3570 at a maximum level of 1 .0%. in order to preveut decomposition ami odors in the lubricant 
caused by microorganisms, MICROL Preservative can be added at any conn:nicnt time duriug the 
mixing process. 

Finished products containing MICROL Prc:>crvmive may nm make public health claims relating to 
antimicrobial activity without EPA pesticide registration. Whcu iucorpomtcd into trcmcd articles, this 
product docs not protect users of any such treated article or others against fhodbomc or discasc causing 
bacterin. viruses, genus or other disease causing organisms. 

This product is compliant with 21 CFR 184.1021 . 

.,. STORAGE AND DISPOSAL 
Do not contaminate water, food or feed by storagt.: tli!d disposal, 

! 
\ Pesticide Storage: Keep product dry during storage. 

I Pesticide Disposal: Wastes resulting from the usc of1his product must be disposed of on :site or at nn 
approved waste disposal thcility, 

! 
j Container Disposal: Completely empty liner by shakiug and wpping sides and bottom to loosen clin!,ring 

I 
particles, Empty residue into npplication cqllipment. Th<.i! dispose ofliner in a sanitary landflll or by 
incineration if allowed by state and local authorities. If drum is coutuminuted and cannot be reusec.l, ' 

ldi<puse of it in the manner required for its liner. _j 
* MICROL is a trademark of Petro C:mada 

12/l/2004 Drafi 
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I Unttod States ·~ 
'Nomb~ 

&EPA Amendment 

i Environmental Protection Agency -
other 

.DC20451) 

I ~:]Ij;No~;~ ~~?,.;{2&7.£ -/{ ' 
l1 [X] None . O Restricted ' 

I ~~Ira-Canada ' COde) ~~t), my p~~~~e;'~ilar or' i "'' •b.iino 
Spcctalty Products and Fluids 

' 2489 North Sh$idan Way 
; Misslssaugu, Ontario l5K 1A8 CANADA 

EPA RegNo, 
--~--~ 

I n Chack if this fs a now tlddrCSS Produo Name .. 

1 ·I 

·~ b•l~ L j labels in response to 

1\Qencv tetter dil!ed i 
Rnsubm\sslon In 1espcnse to Agency letu.Jr dated----~-- fl "Me Too' Applicalton 

I D Notlflcat!on- Explllk'l below d Other- Explain below 

• ' 
i I I 11 pag•I•J . (Foe Seotion I Md' I I. i 

I I Application for registration of new antimicrobial active ingredient 
PRlA Catogory A3S, application fee $90,000. Con!Qcl point for fee and invoice: Elizabeth Brown, Agent for Petro-Canada, fax: 

\ 703-492..0008, email brown@chemreg.com 

COMPANY NUMBER TO BE ASSIGNED. 
I 

1111 

~ i 

\'<;~ I f!.'! I I 
jYoo Ye< 

I= ·~:~;, ' ilx [x ' No Nn No 
• F ' Glass 

Unt oo" 
1 No. pot .": 1 ~~~-per ! Paper ! 

submftted wgt contain or :X Other 
I 

! ~~~ 
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